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M response please due 18 May 2015 - pls include a page of talking points (note the meeting is not 
scheduled for 12 May) 
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I 
I 

Martin 
1. 1 MAY 2015 

From: WOOD, Emma D1v1siod':"1bA 
Sent: Friday, 8 May 2015 5:52 PM Mirn:;ltr: -. 

To: Minister Nash DLO f'M,1c,1011e. 
Subject: FW: TGA LVT Abolition - RIS Review Request [SEC=UNCLASSIFIED] ~I I 151] 20 0 
Importance: High 

Hello Martin, 

INFOO 

VIPO 

PMO 

As discussed. Would you kindly ask the TGA to prepare a response, with TPs for a meeting - I will let 
you know when I have secured a date (it won't be 12 May as Troy suggests). 

Many thanks, 
Emma 

Emma Wood 
Adviser 
Office of the Assistant Minister for Health 
Ph : (02) 6277 7440 
Mob: 0412 621073 
emma.wood@health.gov.au 

From: Troy WIiiiams - ADIA [mai1to;troy.wi1Uams@adia.org.au] 
Sent: Friday, 8 May 2015 3:33 PM 
To: WOOD, Emma 
Cc: Elise Mizzi - ADIA 
Subject: TGA LVT Abolition - RIS Review Request [SEC=No Protective Marking] 
Importance: High 

Dear Emma 



Please find attached correspondence to the Assistant Minister (original in the mail) 
concerning proposal to revise arrangements associated with fees and charges levied by the 
Therapeutic Goods Administration (TGA). 

The issue at hand is an assessment carried out by the TGA indicates that the proposed 
abolition of the Low Value Turnover (L VT) scheme and its replacement disadvantages small 
business. Curiously, this finding was omitted from the Regulatory Impact Statement (RIS) 

As you available late on the afternoon on Tuesday, 12 May 2015, or the early part of the 
following day to meet briefly to discuss this? 

Thanks and regards 

Troy 

Troy R Williams FAIM MAICD 

Chief Executive Officer • Australian Dental Industry Association 

National Office: GPO Box 960, Sydney, NSW, 2001 
Government Affairs: GPO Box 1, Canberra, ACT, 2601 
t: 1300 943 094 • f: 1300 943 794 • m: 0488 660 188 
Twitter: @AusDental • e: troy.williams@adja.org.au • www.adia.org.au 
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Ref: 11.11.14K-8May2015 

Sen. Hon. F"10na Nash 
Assistant M"tnister for Health 
PO Box 6100 - The Senate 
Parliament House 
CANBERRA ACT 2600 

Dear Minister 

,nl:r~IAW >iA 

RE: TGA Low Value Turnover Fee Exemption Abolition - Urgent review required 

As the peak business organisation representing _manufacturers and suppliers of den~I 
products, the Australian Dental Industry Assoclatioo (ADIA) requests an urgent review of 
proposals to amend fees and charges levied by the Therapeutic Goods Administration (TGA). 
The rationale for thfs request is that an assessment made by the TGA indicates that the 
reforms wtll result In higher fees and charges for small business. 

Therapeutic goods entered in the Australian Register of Therapeutic Goods (ARTG) can be 
lawfully supplied In Australia and there is a fee to business associated with placing products 
on the ARTG. PresenUy, the TGA permits a business to claim an exemption from this fee if 
the tumover for the product/s under .. the ARTG entry is equal to or less than fifteen times the 
annual charge for that entry, -an ,airrangement known as the Low Value Turnover (LVT) 
exemption. The TGA'a proposal Is to abolish the L VT exemption and only allow a business to 
daim an exemption If there Is no turnover. 

From the outset, ADIA has had concerns that the proposal to abolish the LVT exemption will 
disadvantage small business. For this reason, ADIA requested that the TGA review the 
impacts of the proposal on businesses in the dental industry and this request was assented to. 
ADIA received the outcome of the TGA's assessment (dated 16 February 2015) which found 
that the proposals will increase TGA fees and charges for small businesses by 30.2%. 
Although the TGA's assessment was based upon a small sample of businesses, there Is no 
reason a further review of a larger sample would yield different results. 

The accuracy of the Regulatory Impact Statement (RIS) prepared by the TGA must be 
questioned as it' makes no reference to the TGA's review that clearly establishes that small 
businesaes will face a significant increase in fees associated with placing products on the ARTG. 

Beyond threatening the commercial viability of small businesses and therefore the ability of 
these businesses to create jobs, the proposal will have adverse impacls on patient interests 
due to the withdrawal of products from the market. Certainly, the ADIA member businesses' 
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assessment reflects the TGA's own conclusions, as set out in the RIS, that around fifty 
percent of currently exempted entries which will no longer qualify for an exemption will be 
taken off the ARTG. The genuine concern is that this will result in some specialist products 
being Withdrawn from the Australian marketplace. 

Given that the RIS has not addressed the adv~ cost impacts on small business, AOIA 
believes that a more comprehensive review of the proposal is merited. tf, as there is reason to 
believe, the proposal will adversely affect small business it should be withdrawn with a view to 
drafting a more equitable solution. 

We look forward to discussing this matter with you. 

Yours faithfully 

y R Williams FAIM MAICD 
. f Executive Officer 



Mr Troy WIiiiams 
Chief Executive Officer 

• 
Department of~ 

Therapeutic Goods Administration 

Australian Dental rndustry Association 
GP0Dox960 
Sydney NSW 2001 

Our Reference: EAC 426777 

DearTroy 

Low value turnover scheme 

Thanks for your letter of8 January and follow-up email on 12 February. We are glad that 
ADIA Is a strong advocate of reforms to deliver a regulatory framework for dental 
products that ls based on a risk management approach designed to ensure public health 
and safety, while at the same time freeing industry from any unnecessary regulatory 
burden. In this context. AOIA is supportive of reform to the L VT scheme that will reduce 
the administrative workload of businesses in the· dental Industry. 

My colleagues have now •run the numbers· with the five sponsors you listed, to assess the 
Impact of the proposed fhanges to the low value turnover scheme. TGA is proposing a 
reductlpri of 5% in annual charges for medical devices class of II and above but annual 
charges for all types of class 1 medical devices will remaJn unchanged. 

Our analysis of the m.agimum impacts Is shown in the table overleaf. However It is 
important to note: 

A number of products may be eligible ror criteria as an •essential good'" for 
public health and thus be eligible for waiver of fees. We haven't tried to determine 
which dental products would qualify as we wUl be assessing waiver applications on 
a case by case basis. But I would Imagine that a product such as a highly specialised 
forceps could potentially be e1igible. 

Our discussions with other parts of the devices and medicines industry is that they 
will potentially use the changes to the scheme to Identify products that are selling In 
small quantities, don't particularly fill any specialist niche, and are possibly costing 
more for the sponsor to support in the market than the profits obtained. These 
products would them be withdrawn from the ARTG and also not pay annual 
c:harge.!I. Of course this action would be a commercial decision of the sponsor. 

New c:Jass 1 devices ( other than class 1 measuring and class 1 sterile), entered 
on the Register after the commencement of the proposed scheme wouJd 

TGA~= 



beaeftt more thaa at pre,ent, as our data shows that most devices under this 
category are not currently seeking exemptions under the current LVF scheme as the 
annual charge of$80 for a class 1 device is less than the $155 LVT application rees. 
Given that there would not be any requirement to make an applicadon ( or pay 
application fees) for exemption. under the new scheme the new class 1 devices 
would not incur annual charges until they commence generating turnover. 

Existing class 1 devices wiU not be exempt as they would not meet the primary 
crfterfon for transitional entries (at 1 July 2015) that they would have been 
exempted under the Lvr scheme on the basis of $0 tumover in the last two years 
before the commencement of the new scheme (Le. 2013-14 and 2014-!S). ffa 
sponsor Is going to be Impacted significantly because of this, they batre the option 
to cancel the olcl entry and Include a brand new entry wldioat cost which 
wollld be enau,te for e:umptlon under the new sclleme mdll tllat entry 
commences t1111lover. The new device entry would have a new ARTG number but 
as there ls no labelling requirement for such devices so this should not have any 
impact on them. 

Company Name 
Qu1eut Proposed 

Impact 
(Imps Clamps 

1. $8,445 $23,370 ($14,925) 

2. $74,830 $85,810 ($10,980) 

3. $4,085 $6,140 ($2,055) 

4. $26,610 $33,690 ($7,080) 

5. $5,980 $7,260 ($1,280) 

Total $119,950 $156,270 ($36.320) 

No~ ror ~parison purposes, we assumed the charp b 'IOu!d have paid In 2014-15 had 
they made the LVI" application in time and compared that with the charges that would become 
payable under the proposed model 

The fact that one of the above ADlA members, b failed to make the LVT application in 
2014-15 and paid the full charges is indicative that the administrative burden ofapplylng 
for the exemption under this scheme can outweigh the benefits at present. We bear of 
varying figures, but TGA has o~n been told that the cost of contracting an independent 
accountant and the costs of creation and verification of LVT lists are more than $10,000 
per sponsor. So taking the potential cost saving of reducing this paperwork plus the other 
factors listed in the points on the previous page my expectation is that overall at worst it 
would be cost neutral for these representative member companies. 

The sole alm of the proposed changes to the low value turnover scheme Is to reduce red 
tape for business, particularly small business who are curren~ly compelled to submit 
declarations audited by an independent accountant, and have such declarations submitted 
by a particular date. 
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These two requirements are extremely unpopular with many, if not most sponsors and 
result from inflexibilities in our Act. Unless if we change the Therapeutic Goods Act at this 
stage, we cannot merely "tweak" the current LVT scheme to remov~ these requirements. 
Furthennore, with the government's legislati~~ programme and the natµre of the changes 
that would be required In m~difying the Act In thls way, changes to the Lvr sch'eme could 
no~ be implemented until July 2016 at the earliest, an~ possibly later. Thls delay would be 
unacceptable to many In industry. The proposed introduction of a "no value tµmover" 
scheme means that we can make the changes through regulation and we plan to have them 
in force by July 1 this year. 

If you would like to meet to discuss this analysis and other issues relating to LVf we would 
be happy to do so. 

Yours sincerely 

John Slcerrltt 
National Manager 
16 Pebruary 2015 
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Mr Troy Wllllams 
Cblef lucutiYe Ollicer 
Australian Dental Industry Assodation 
GPOBox:960 
SydneyNSW2001 

Our Reference: RIS/259683 

Dear Mr Williams, 

• 

Rewtew of the low valuet:amover (LVTJ auual clwp neanptl,q, ldleme 

'l_bank-yoa roryourongolng feecLhackand partfdpation In the revleW of the Lvr scheme. . 
Your Input has been extremely valuable in tbe design ofareplacementsdieme that wiD 
lmproYe equity between sponsors. $1mplify partldpatlon requirements, and reduce red 
tape for business and the TGA. as well as result In a reduction In the rates of annual 
charges for some catqories of prodUciS. 

A Regulation Impact Slate«nfflt (RIS) has now been prepared and endorsed by the 
Assistant Minister for Health. The RIS documents the proposal we have CODSUlted with you 
on, to introduce a new annual charge exemption (ACE) scheme to replace tbe Lvr scheme. 
The RIS Is available on the TGA website. 

Again. thank-you for your ongoing Involvement and I can be contacted on phone 
02 62216910 with any questions on the progress of the new scheme or the RJS. 

Yours sincerely 

&· 
Assistant Secretary, Regulatory Business Services Branch 

S° May2015 

l 
! --- ... : 

T~A Health Safety 
I \.:71"\ Regut.it1on 
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Therapeutic Goods Administration 

About the Therapeutic Goods Administration 
(TGA) 
• The Therapeutic Goods Administration (TGA) is part of the Australian Govemment 

Department of Health, and is responsible for regulating medicines and medical devices. 

• The TGA administers the Therapeutic Goods Act 1989 (the Act), applying a risk management 
approach designed to ensure therapeutic goods supplied in Australia meet acceptable 
standards of quality, safety and efficacy (perfonnance), when necessary. 

• The work of the TGA is based on applying scientific and clinical expertise to decision· 
making, to ensure that the benefits to consumers outweigh any risks associated with the use 
or medicines and medical devices. 

• The TGA relies on the public, healthcare professionals and industry to report problems with 
medicines or medical devices. TGA investigates reports received by it to determine any 
necessary regulatory action. 

• To report a problem with a medicine or medical device, please see the information on the 
TGA website <htt;p;//www.tga,goy.au>. 

Copyright 
C Commonwealth of Australia 2015 
This worlc ls copyright You~ reproduce the whole or partorthlsworicln 11nalttred furm for your own pe~oaal use Ol", if 
you are part of an organisation, for internal use within your organisallon, but only if you or your orxanl:sation do not use the 
reproduction for any commercial purpose and n:t.ii11 this copyrtaht 11otlce and all disdainier notices as part of dial 
reproduc.1ion. Apart from rights to use as permitted by the Copyrfghr Act l'J68 or ,llowed by this copyrlgtit notice, iill other 
righis Jre reurved and you are noti11lowed to reprolluce the wholci or any part of this work in any way (electronic or 
otherwise) without first being aiven specific ws·itten permission from the CommonWt!allh to do so. Requesu Jnd inquiric:s 
concerning reproduction •nd rights are robe sent to th~ TC/\ Copyright Officer, Therapeutic Good..~ Administration. PO Box 
100, Woden ACT 2606 or emailed to <\Iii ropyn11bl@!Cil CPYi!!P, 

RlS - I.ow value turnover exemption scheme 
Vl.1 March 201S 
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Therapeutic Goods Administration 

Version history 
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Therapeutic Goods Administration 
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. Therapeutic Goods Administration 

Introduction 
The Therapeutic Goods Administration (TGA) is part of the Australian Government Department 
of Health, and is responsible for regulating therapeutic goods including medicines, medical 
devices, biologicals, blood and blood products. 

This Regulation Impact Statement (RIS) bas been prepared by the TGA. The purpose of this RIS 
iS to asslst Australian Go\fernment decision making on how to address the problems that have 
been identified In relation to the Low Value Turnover Exemption Scheme (the L VT scheme) 1 and 
determ.lne the best option t.o address the problems. It also summarises the consultation process 
that has been undertaken with stakeholders to explore options that may address the problems 
that have been identified with the ~rrent policy. 

The TGA released the 'Review of the Low Value Iuroovcc Exemption Scheme' consulta~on paper 
in April 2014. 

The RIS condudes with a recommended propo~ outlining the proposed amendments to the 
requirements for Government consideration. 

Background 

Cost recovery at the TGA 
A therapeutic good must be listed, registered or included in the Aystra)jan Rqlster of 
Therapeutic Goods (the Register) before It can be supplied in Australia. 

The TGA undertakes a number of pre market functions, including evaluation of high risk 
therapeutic goods, before a therapeutic good is entered on the Register and monitors products 
once they are on the market (post market). The TGA also assesses the suitability of medicines 
and tnedical devi~ for export from Australia. In addition, the TGA regulates manufacturers of 
therapeutic goods to ensure they meet acceptable standards of_manufacturlng quality. 

The full cost of these regulatory services is recovered from industry. The legal authority for the 
fees and charges is prescribed in the Therapeutic Goods Act 1989 (the Act), the Therapeutic Goods 
(Charges) Act 1989 (the Charges Act) and subordinate regulations. 

The cost recovery arrangements broadly cover regulatory activities in relation to: 

• Presaiption medicines 

• Non-prescription medicines/ over the counter (OTC) medicines 

• Complementary medicines 

• Medical devices, including in-vitro diagnostic (IVD) devices · 

• Compliance with Good Manufacturing Practice (GMP) Blood and blood products 

• Biologicals. 

Fees are charged for applications for entry on the Register and for assessment of the data in 
support of the application. The revenue from these fees primarily funds the costs of pre-market 

1 The low value turnover exemption scheme (the LVT scheme) allows sponsors to seek an exemption from 
payment of aMual charges for entries where the annual turnover is less than or equal to 15 times the 
annual charge for that Register entry. 
RIS - Low value turnover exemption scheme 
Vt.1 March 2015 
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assessment services. The fees, prescribed in the Therapeutic Goods Regulations 1990 (the 
Regulations), are reviewed annually to ensure they reflect the underlying costs of providing 
these services in accordance with the Australian Government Cost Recovery Guidelines. 

Annual charges to maintain an entry on the Register are levied to recover costs that cannot be 
reasonably assigned to Individual sponsors, or where such assignment would act as a deterrent 
to the effective delivery of the TGA's post market function. These charges fund post-market 
regulatory activities such as the monitoring of product safety and of sponsor compliance with 
regulatory obligations. The Therapeu* Goods (Charges) Regulations 1990 (the Charges 
Regulations) prescribe varied level'i of charges for different classes of therapeutic goods, based 
on the level ofrlskofthe type of good. · 

Post market compliance and monitoring functions include the following activities: 

• Management and processing of adverse drug reaction reports 

• Management and processing of recalls of therapeutic goods, induding recalls for product 
correction 

• Testing of therapeutic goods by the TGA laboratories 

• Post-market compliance reviews for listed complementary medicines and dass 1 (low risk) 
medical devices 

• Management of advertising and complaints resolution functions 

• Other regulatory costs which cannot be easily assigned to individual sponsors or products. 

Annual charges 
All therapeutic goods are required to be entered on the Register before they are supplied in or 
exported from Australia, unless exempted by the Act. 

Sponsors are required to pay art annual charge to maintain their entries on the Register, other 
than for entries which are specifically exempted (such as export only entries). 

Table 1 illustrates the current rate of annual charge for each type of therapeutic good, 
prescribed by the Charges Regulations and based on the level of risk for the type of good. 

Table 1:2014-15 Annual charges 

I vp,· ol thL·r,1pt:ut1L good 

Prescription Medicines - Biological 

Prescription Medicines - Non-Biological 

Registered Non Prescription (OTC) Medicines 

Listed (Complementary) Medicines 

Medical Device Class I 

Medical Device Class I Measuring and Sterile 

RfS - Lo.w value turnover exemption scheme 
Vl.l March 2015 
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6,585 

3,955 

1,350 

965 

80 

615 
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Therapeutic Goods Administration 

I \(lL' nl tl!l'r.1pe11t1r gooLI -\ n11u,d 1 11.11 g,· ':, 

Medical Device Class Ila and llb 940 
.. 

Medical Device Class Ill and AIMD 1,210 

Biologicals Class 1 61S 

Biologicals Class 2. 3 and 4 6,125 

Other Listed Therapeutic Goods (e.g. tampons and disinfectants) 770 

Other Registered Therapeutic Goods (e.g. tampons and disinfectants) 1,480 

No~ 
1 . .Aaood !)Dtered on tho Reafs!rr at any time durtna a l!oandal year Incurs a full year's annual chariJt?, unless an 
exemption Is granted on lhe ba$ls or low value turnover. 
2. Tllere Is currently no annual cha11e for export on!)' goods. 
3. The acnual cbnge for In vitro dlaposlfc (lVO} medlcal devla!s that were not included In the Registec prior ID the 
commenceatentaftbe new reaulatory fnnitw0i'k on 1 July 20\0 and therefore has been set at zero fo,- the perio4 to 
30 June Z015, which covers transition to new regulatoryammgements. 

Low value turnover exemption 

History and objectives of the L VT scheme 
The LVT scheme (previously known as the low value low volume scheme) has been operating 
since 1990. 

While records are limited on the intent of the scheme upon Introduction, It is understood that 
the scheme was initially Intended to assist herb growers and small companies making medical 
appllancesz whose turnover on a number of product lines might only be a few hundred or a few 
thousand dollars.3 

The scheme was established by provisions in the Regulations+ which allow sponsors to apply for 
an exemption from the annual charge for a Register entry if'the turnover ofthatentryfn a 
financial year is of low value. At the time oflmplementation, the regulations avoided linking 
annual charge exemptions toa company's gross turnover. Consequently, charges were linked to 
individual Register ~ntrles Without any limltation as to the number or entries or the company's 
size. 

However, the therapeutic goods industry has changed significantly since the 1990s. For example, 
in the early 1990's the complementary medicines industry in Australia was ~mall, with the 
regulatory framework covering not only producers of finished products, but also herb growers. 

2 Now referred as medical devices in the therapeutic goods legislation. 
1 Parliament of Australia - Senate Hansards 
<http:/ /parfinfo.aph.gov.au/parllnfo/ search/ display/ display. w3p;db=CHAMBER;id=chamber%2Fhansar 
ds%2P1990-12-20%ZF0216;query=ld%3A%22chamber>,62Fhansards%2Fl 990-12-20%2F0000%22> 
4 The regulations for the current LVT scheme (not the oriRinal provisions) are s~t out in annexure A 
RJS - Low value turnover exemption scheme 
Vt.t March 201S 
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The current domestic market for complementary medicines is estimated to be worth nearly 
$2 billions. 

The current L VT scheme allows sponsors to seek an exemption from payment of annual charges 
for entries where the annual turnover is less than or equal to 15 times the annual charge for that 
Register entry. 

In or~er to ensure full cost recovery of post market regulation, annual charges are set by 
allowing for the value of exemptions predicted to be granted (expected to be over 50% of total 
annual charg,s In 2014-15). As a result, some businesses are paylns more for their di!!rges to 
compensate for those businesses who will receive L vr exemptions. This ts regarded as a form of 
cross subsldlsatiQn. Additiorially, LVT exemptions Increase each year, increasing pressure to 
increase the rates of annual charges. 

Applying for an exemption 

The process for applying for an LVT exemption is set out In the Regulations. A sponsor must 
submit a completed application within a prescribed timeframe, together with a prescribed 
application fee. The fee Is currently $155 per Register entry, capped to a maximum application 
fee of $15,500 per financial year per sponsor. Therefore, a sponsor who applies for more than 
100 LVT exemptions does not pay more than $15,500. However each product must be 
Individually assessed for low value turnover. 

A completed LVT application comprises: 

• For new Register entries ( entries coming on the Register. at any time of the financial 
year on or after 1 July): an LVT application detailing an estimate ~ftumoverofthe entry 
in the current financial year. 

This estimate ls verified at the beginning of the following year, through provision ofa 
statement of actual turnover, signed by a third party accountant (an approved pe~on). 
lfthls Information is not provided within the prescribed tlmeframe (by 1 September), 
or the turnover for the year was above th~ relevant threshold, the full annual charge for 
the prior year becomes payable 

The Secretary or their delegate may grant an extension of up to 28 days for providing 
the statement of actual turnover for the prior year. 

• For extstina ~r entries [entries on the Register at 1 July): an L VT application 
containing a statenient of actual turnover of the entry in the previous financial year. 

The statement is required to be signed by a third party accountant (an approved 
person) to certify the reported turnover and is to be received by the TGA before 2 
September 

No extension to this timeframe is available. 

• Applications are required to be made by the specified deadline for each financial year. If the 
deadline Is missed for any reason, the sponsor must pay the full annual charge for entries on 
the Register Irrespective of whether the goods have been included in the Register for the 
full or part financial year. Subsequent cancellation of the entry from the Register does not 
void the debt. Where the d~dllne has been missed, the unplanned financial impact has 
affected some sponsors. 

5 Complementary Health Council Annual Report 2012 
<http:/ /www.chc.org.au/Resources/Documents/ Annual%20Reportf CHC%20Annual%20Report%20Flna 
1%20Publlshed.pdf> 
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Current operation of the exemption . 
In 2013-14, 3,679 sponsors were invoiced for;mnual charges relating to 77,591 Register entries 
- totalling $100.478 million. 

Of these, 1,001 sponsors applied for, and received, LVT exemptions (relaUng to 21,830 Register 
entries), totalllng $49,931 million. 

The exemptions resulted in net annual charge revenue of$S0.547 million - only 50.3% of the 
invoiced annual charges in that year. 

In addition, in 2013-14, sponsors paid a total of$2.086 miluon in LVT application fees. 

Table 2 below provides a summary of the actual 2013-14 gross annual charges, L vr exemptions 
and net annual charge revenue, based on the rates of annual charges that were applicable for the 
2013-14 financial year. . 

Table 2: 2013·14 Actual annual charges revenue and LVI' exemptions 

\ 111111, ,I l \ l \, [ , \'1 111 ,.11 l \ I :\l'l \1111 I ii 

I I I t I : ~ r "I f' \L'll1( 1 ( ICIJI'\ 1\/lrtl J. ll ( h . 11 :!t' ' f \t ' t1tpl11J1l "i (,,'I~·· 
(Ii.II~,,, H t' \1·ni1l Hl"\l" ' I I I 

~ ot1.'berapeadc 
. . . -·Nwnberot µmis · , ~- t'- . • ... 1, •. 

,. --~ ·s , . . . ., ' '~ ,: .. : .. , Good : . . , 
J , • 

Prescription 1,038 577 461 6,674,340 3,710,110 2,964,230 
Medicines-
Bloloatcal 

Prescription 13,6SZ 9,027 4,625 52,696,720 34,844,220 17,852,500 
Medicine - Non-
Bioltwlml 

Non Prescription 3,769 1,399 2,370 4,816,620 1,793,100 3,023,520 
(OTC) Medicines 

Usted 13,119 4,500 8,619 12,407,480 4,247,860 8,159,620 
(Complementary) 
Medicines 

Medical Device Class I 22,126 702 21,424 1,770,080 56,160 1,713,920 
(othel"than Class 1 
Measuring and Class 
1 Sterilel6 

Medical Devices - 23,210 5,528 17,712 21,540,520 5,191,320 16,349,200 
Other than Cws I 

Other Therapeutic 647 97 550 571,880 88,230 · 483,650 
GoodsfOTGl 

Total 77,591 21,830 55,761 100,477,640 49,931,000 50,546,640 

6 The annual charge fora Medical Device Class 1 (other than Classl Measuring and Class 1 Sterile) Is much 
less than the Lvrapplication fee. 
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What is the problem? 
While a number of amendments have been made to the L VT eliglbfllty threshold and application 
requirements s!nce the introduction of the scheme, the general nature of the scheme and its 
primary criteria for ~ligibility (i.e. annual turnover) has remained the same. 

Over the yea_rs, a number of challenges have arisen with the operation of the scheme which are 
discussed below. 

The scheme is no longer consistent with stated objectives 
The original objectives of the L VT scheme were to provide exemptions to the therapeutics 
industry whJcb manufacture small volume products and add~ the concerns of herb growers 
and small companies making medical appliances_wJwse turnover on a number of product lines 
might only be a few hundred or a few thousand dollars. 

However, ln the absence of any specific C'lteria In the Regulations about the size of the sponsor 
responsible for the Register entry for which the exemption is clal med, the benefit extends to 
companies of all sizes, and not onlyfo those small companies whose turnover on a number of 
product lines is low. 

Contrary tu the intended objemves of the schtme. the main beneficiaries of the contemporary 
LVT scheme are not small business. In any event, most schemes introduced by government to 
assist small business help them enter the market, rather than stay In the market Table 3 below 
illustrates a summary of the gross annual charges, L VI' exemptions and net annual charges for 
the 20 highest invoiced spo~sors (annual charges invoiced before.any exemption is applied) in 
2013·14. As demdnstrated by the figures below, these sponsors now account for morit than 50% 
or all L VT exemption benefits. furthermore, i 1 of the 20 sponsors pay less than 50% of the gross 
annual charges they each Incur. 

In contrast, a large number of small business sponsors, who generally only hold a few entries on 
t'he '~tet, did not receive L VT exemption.s. The contrast may result, among other reasons, 
from small businesses not having dedicated regulatory compliance officers/advisers. In one case 
reported to us, a small business did not apply becau.$e· they didn't have an accountant. ln other 
cases it Js ~use their financial records do not produce financial Information by Reglst~r entry 
and organising their records in this manner would be more burdensome than paying the full 
invoiced charge. 

For sponsors of class I Oowest risk) medical devices ( other than those in the sterile or 
measurtng function categories) the annual charge ls much less than the LVTapplication fee. 
Therefore, there fs no incentive to apply for an LVT exemption. 

The sole criterion to access the current LVT scheme ls that the value uf the turnover of the 
individual Register entry is below the threshold value. This criterion doesn't take into account 
total turnover of the sponsor or the company size. 
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Table 3: Top 20 Sponsors by gross anaual charges revenue In 2013-14 

(;rn,, •\111111,11 th,1rgt"i l \:T Excmptinn,; ,et A1111u .1I < h,lf).:t·~ 
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Top 20 Sponsors 11,112 40,701.750 7,839 28,814,515 3,273 11,887,235 
who receive LVT 
exemptions 

Remaining 3,659 66,479 59,775.890 13,991 21,116,485 52,488 38,659,405 
Sponsors 

Total 77,591 100,477,640 21,830 49,931,000 55,761 50,546,640 

Top 20 Sponsors 14% 41% 36% 58% 6% 24% 

Remaining 3,659 86% 59% 64% 42% 94% 76% 
Sponsors 

Total ·109% 100% 100% 100% 100% 100% 

Compliance with cost recovery principles 

In 2002, the governm~nt Introduced a Cost Recovery Policy (the PoUcy) and issued the 
Australian Government CO$t Recovery Guidelines July 2014 (the Cost Recovery Guldelines)7• As a 
cost recovered operatlQn, the TGA is required to establish and malntain a system of fees and 
tharges that colilply with the Cost Recovery Guidelines. 

Tile Cost Recovery Guidelines aim to ensure that fees and charges applied for government 
services: 

• Are legally applied 

• Are cost effective to implement 

• Are cost reflective of the services performed 

• Do not impede competition or innovation 

• Avoid cross subsidisation. 

The LVT exemption provisions were introduced in 1990, much earlier than the Policy. 

Under current annual charge settings, a significant number of Register entries which are subject 
to TGA's post market activities are not paying their share of the costs associated with the 
performance or these functions - these costs are paid disproportionately by sponsors of Register 
entries for which the exemption is not claimed. Therefore, the current take up of the LVT scheme 
leads to inconsistency with the Cost Recovery Guidelines. 

7 Australian Govemment Cost Recovery Guidelines, Resource Management Guide No. 304 
<http://www.finance.gov.au/sites/default/files/australian-government-cost-recovery­
guidelines.pdf> 
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Table 4 below details the portion of LVT benefit as a percentage of gross annual charge revenue. 

In addition, the bene.fit provide~ by the scheme seems to differ between groups of therapeutic 
goods · the table below shows that the proportion of LVT benefit as a percentage of gross annual 
charge revenue varies significantly from one group of therapeutic product~ to another. For 
example, L VT benefits claimed are only 24% of expected total gross ann.ual diarges revenue in 
relation to medical deVice Register entries; while for chemical prescriptlon medicines the value 
Is much higher at 66%. 

Table 4: 2013-14 Anllual Charge Revenue and LVI' Exemption by Type of11terapeutic Good 
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Prescription Medicines - Biological 6,674,340 3,710,110 2,964,230 56% 

Prescription Medicines - Non- 52,696,720 34,844,220 17,852,500 66% 
Biological 

Registered Non-Prescription (OTC) 4,816,620 1,793,100 3,023,520 37% 
Medicines 

Listed (Complementary) Medicines 12,407,480 4,247,860 8,159,620 34% 

Medical Device Cass I 1,770,080 56,160 1,713,920 3% 

Medical Device - Other than Class l 21,540,520 5,191,320 16,349,200 24% 

r 

Other Therapeutic Goods (OTG) 571,880 88,230 483,650 15% 

Total 100,477,640 49,931,000 50,546,640 50% 

Administrative complexity and sponsor understanding of the processes 

On the recommendation of the Australian National Audit Office (ANAO], the scheme was 
amended ln 2009 to require sponsors to obtain third party certifitiitlon ot the reported tu mover 
of Register entries for which an LVT exemption was sought, to ensure the eligibility or claims for 
exemption. · 

To overcome administrative difficulties faced by both the TGA and sponsors ln implementing the 
new requirements, further amendments were made to the scheme In December 2011 and f une 
2012. These amendments respectively provided sponsors with more time to submit their LVT 
applications for new entries, and an additional opportunity to m~t their obligations in relation 
to the 2009-lOand 2010-1 t LVT exemptions for new entries. 

Despite the amendments, issues remain in relation to sponsor compliance with certification 
requirements. 

Eight validation processes were conducted between 2008 and 2013 to examine sponsor records 
relating to sales revenue and the mapping of these to Register entries to determine LVT 
eligibility. The validation processes comprised desk top reviews of sponsor records, and, for 
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select sponsors, were complemented by on-site validation meetings where further cross 
verification of Lvr related reco~ was conducted. During these meettngs. the·TGA Identified 
repeat .examples where sponsors ~ad_ experienced difficulties In recording and accurately 
reporting the actual turnover of.individual Register entries. Sponsors do not necessarily capture 
turnover by Register entry, other th,an to meet the requiremeni:s ofth~ Lvr scheme, and small 
busln~ was disproportionately affected by these difficulties, given the smaUer resource base 
and reporting system support. 

The process for new entries is more compt,x than for existing entries as it requires sponsors to 
initially submit their applications on the basis of estimated turnover for the current ftna.nclal 
year; and then subsequently submit a statement of a~I turnover, signed by .a third party 
accountant:. In the following financial year. The process ~ verify the actual turnover of new 
enb'fes occurs at the same time that.the sponsor must make their appllc:ation for exemption for 
existing entries. These two separate processes for new and ~gentries, both with ~lmilar 
information requlremen_ts (i._e. both require the sponsor to provide a statement of actual 
tu mover for the p~vfous Clnfndalrear), have been confused as being part of a single process. 

As a result the TGA receivecf-infonnal feedback that some sponsors do not.seek an Lvr 
exemption because they consider the b~rde-n of preparing and submitting an LVT exemption 
application to be more admJ~tratively difficult than the value of the exemption In cases. 

Sponsors also expressed concern with the strict deadlines outlined in the legislation for L VT 
appllaitlons t'or existing or new entri~ If the deadline for submission of the LVT application is 
missed, the full annual charge becomes payable (there is no provision for an extension oftime to 
make the application). 

The LVT scheme aJso attracts a range of other complaints from across the therapeutics goods 
Industry. Key areas of concern include the Inflexible timing for annual Lvr applications, the level 
and determination of key financial parameters and the magnitude of difference in outcome 
between products that are margi~ally eligible, compared to those that are marginally ineligible. 

Why is government action needed? 
Government a~on is needed' because, as indicated above, there is no extant sta~ent of policy 
to guide the L vr scheme. The lack of a policy statement makes Jt difficult to objectively assess 
the scheme's effectiveness or its contemporary relevance. The Lvr scheme was Introduced in 
1990 and, as such. predates both the National Medicines Policy established in 1999 ~d the 
introduction .of full coot recovery for the TGA in 1998. · 

The current scheme does not meet the original intent of providing assistance to small business 
and is inconsistent with other Government policy, such as the Cost Recovery Policy. 

In 2009, the ANAO recommended that tighter controls be applied to verifying product eligibility 
for the scheme. In response, the TGA introduced additional requirements related to independent 
certification of product turnover values. While this bas Improved governance of the scheme, the 
certification process triggers complaints from industry every year- especially from small 
business sponsors who claim it is an unnecessary administrative burden. 

The LVT scheme imposes re~t~ burden on sponsors of therapeutic goods. Consistent with 
the Government's agenda to reduce red tape, the TGA undertook a policy and operational review 
of the L vr scheme. Before a decision about the future operation or the cessation of the L VT 
scheme Is made, the essential question~ to be considered i ndude: 

• rs there a contemporary need for an Lvrscheme? 

• Is there a problem to be solved by an L vr scheme? 

• Are there other options available to address the needs of businesses? 
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What policy o·ptions are being considered? 
The framework in which the TGA must consider proposed policy options Includes: 

1. That the policy is consistent with the objectives of the Act 

2. That those who create a need to regulate bear the cost of regulation and the scheme is 
compliant with the Cost Recovery Guidelines 

3. The ~roposed scheme is not inconsistent with the aims of the National Medicines Poficye 

4. The total costs of specified pre and post market functions are appropriately recovered 
through annual charges 

S. That it simplifies the adminJstratlve processes and its effectiveness; and 

6. That It should reduce regulatory burden on industry. 

Regulatory options 

Option 1: status quo - retain the LVT scheme 

This option would involve no change to current arrangements. The scheme would continue In its 
current form. 

The costs to the businesses which cross subsidise the LVT scheme, and costs to the Government 
to manage the scheme, will continue to increase over time, whlle not meeting the intended 
purpose of the scheme. 

Option 2: replace the L VT scheme with one that only grants exemptions 
for register entries which are yet to commence wmover 

The second viable option that was considered was to deregulate the criteria for eligibility of the 
L VT scheme to only ~ose Register entries which are yet to commence turnover. 

Option 3: ~ease the scheme 
This non-regulatory option would involve the complete cessation of the LVT scheme. 

RIS development 
The following are the major decision points leading up to th~ development of the LVT RIS. 

• In July 20 lZ, the TGA released a plan for delivering reforms which were intended to: 

deliver outcomes that responded to the (then) Government's recommendations 

achieve operational reforms needed to deliver benefits from those recommendations; 
and 

ensure that concurrent refonn activities undeiway at the TGA in addition to the 
reforms were achieved In a coordinated way. 

n National Medicines Polley 
<http;//www.healdlpv.au/lnternct/lN!n/publish1ng.nsf/Cont1H1t/Natfonal+Medicincs+Poltcy·l> 
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The plan included a range or governance and related reform projects including the 
operational and policy review of the low value turnover exemption scheme. 

The review of the LVT scheme commenced in 2013 and the initial findings from the review 
were subsequently used to inform and develop a Review of the low value turnover exemption 
scheme consultation paper which was issued for public consultation on the TGA website on 
10 April 2014 (closlngon 23 May Z014). The purpose of the consultation paper was to seek 
stakeholders views on the following essential questions, before a decision about the 
operation or the cessation of the L VT scheme was made: 

a. Is there a contemporary need for an L vr scheme? 

b. Is there a problem to be solved by an LVf scheme? 

c. Are there other options available to address the needs of businesses. 

• Submissions received in response to the public consultation were used to prioritise and 
short-list the regulatory options for inclusion in developing the LVT RlS 

• In July 2014, the Office of Best Practice Regulation (OBPR), after considering the TGA's 
preliminary assessment. advised that a decision RIS was required. They also advised that 
consultation undertaken by the TGA was considered to be adequate 

• The draft L VT RIS responding to the all seven RIS questions was developed 01.lt of the initial 
review and subsequent consultation with industry bodies and working groups and was then 
sent to the OBPR for First Pass Final Assessment In February 2015 

• The OBPR provided feedback on the draft RIS and their suggestions were incorporated into 
the final RIS to ensure that all seven RIS questions were answered in full 

• Second Pass Final Assessment was sought from the OBPR In March 2015. 

Consultation options not assessed in RIS 
The "Review of the lo_'!" value turnover e~mptfon scheme" consultatioR paper was released 
pubUdy on 10 April 2014. The paper put forward five options to refonn the LTI sch!lme.. 
Followlng the conclusion of the public consultation [on 23 May 2014], an initial assessment of 
the submissions received identified that: 

• Consultation Option 3 •Replace the L VT scheme with one that onfy grants exemptipns for 
Register entries which are not supplied to the Australian market" in combination of some 
features lncluded in option 2; and consultation Option 5 ~cease the LVT scheme completely" 
were each considered to be feasible.options for achieving the Government's objectives of 
reducing red tape and regulatory burden. 

The impacts of consultation options 3 and 5, together with the impact of maintaining 
the status quo as detalled In consultation Option 1 "Retain the LVT scheme in its current 
form .. , are all further assessed ln this RIS 

• RIS Option 2 is a composite of cons!,lltatlon Option 2 and consultation Option 3. Consultation 
Option 2 • Retain the L VT scheme with some amendments" on its own was not considered a 
feasible option for achieving the Government's objectives because, 

implementation or Option 2 would not address cost recovery compliance issues arising 
from the current LVT scheme 

participation requirements for the LVT scheme would continue to be overly complex 
and convoluted, particularly for businesses (e.g. small businesses) who may not have 
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the required financial or regulatory resources available to participate in the scheme; 
and · 

the administrative burden would not sufficiently decrease for industry thus mJssing the 
point on red tape reduction objectives of Government 

Note. Deregulatory elements of consultation Option Z which were favourably received in the 
public consultation (such as the TGA should accept self-declaration, rather than third party 
certiflcatron, of turnover) were adopted into the RIS Option ·2 "Replace the L VT scheme with one 
that on(y grants f!!Cemptlons for Register entries which areyet to commence tumoVflr". 
Consultation Option 4 ·&place the I.VT scheme with one that on(y gr.ants exemptions for Register 
entries wher, the sponsor is a small business• was I~~ nQt considered to be a feasible option 
for achieving th1t Government's objectives. The Impacts of consultatfon Option 4 were not 
further assessed In this RIS because: 

Limiting the LVT scheme to small businesses (oniyj may force companies that do not 
meet the criterion (of small business] to remove produ~ from the Register which are 
either not cu1Tently supplied to the Australian market or w_ouJd not be vlable to supply 
if an annual charge Is levied. This could create a public health risk by compromislns 
patients' ready access to essential or unique therapeutic goods 

Allowing the L VT exemption to small business, without any regard to turnover of their 
products, would make the scheme lnconslstent with the Policy and Cost Recovery 
Guidelines. 

There was very low support of the proposal to limit access to the LVI' scheme to small 
businesses 

Under the current scheme small business receive a very small proportion of the total 
LVT benefit · 

One industry association suggested that if govemn:ient wishes to support small to 
medium enterprises [n the therapeutic goods sector: then this would more 
appropriately be doae though an Industry ~sistance scheme via the Department of 
Industry and Science 

What is the likely benefit of each option? 

Option 1: status quo - retain the LVT scheme 

Concerns a"round the current LVT scheme, outlined in this paper, include Ineffectiveness in 
meeting its original objectives, inequity, admlnlstratfve burden and Inconsistency with the Cost 
Recovery Guidelines. Whilst It Is noted that there Is a widespread use 9f the scheme, slven the 
problems described with the current L VT scheme in achieving the original policy objective, 
continuation of the scheme In Its current fonn Is not considered to be viable. 

Importantly, the status quo will not address any of the issues for small businesses who will likely 
continue to be under-represented beneficiaries of the LVT scheme. 

Option 2: replace the LVT scheme with ·one that only grants exemptions 
for Register entries which are $0 turnover entries 
Under this option, a sponsor of a Register entry that has not commenced generating turnover 
would be exempt from the requirement to pay an annual charge In respect of that entry, up until 
the first year that turnover occurs. The annual charge would then apply to the entry until it was 
removed from the Register. Unlike the current LVT scheme, it would apply to biologicals as _well 
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as all other therapeutic goods on the Register.The rationale for this option Is that,~ these 
products covered by the entry') h~ve not yet generated turnover, they require minimal post­
market surveillance and monitoring by the TGA. For example, If a product has not commenced 
sales in Australia, the TGA Is not ~ulr:ed to undertake pharmacovigilance activitie~ related to 
domestic recalls; product testing or adverse drug reactions for the vast majority qf these 
prodµcts [h<:>wever must retain the ca~c;ity to do so]. 

While we recogn~e that pharmacovlgflance requirements apply after a product is first supplied 
(which could feasibly be earlier than when the product starts generating turnover}, our 
assessment ls that most products would generate turnover at the same time as they commence 
supply. Accordingly, po signlfi"Cant Issue would arise from a cost recovery perspective as there 
are minimal administrative costs In relation to maintaining the entry on the Register Wltil the 
entry Is generating turnover. This would ~tteralign with the principles of cost recovery. 

Under this option. all Register entries which have commenced generating turnover (and which 
are therefore subject to post market monitoring and compliance) would be levied an annual 
charge until they are removed from the Register. resulting in potential decreases In some 
charges. 

Although several submissions to the public consultation did not explldtly support a single model 
among those proposed Cot discussion, most submissions supported amendments to the LVT 
Scheme and/or a scheme w~ereln ~emptions from TGA annual charges be granted to those 
therapeutic goods which had not been supplied to the Australian market. The argument In 
favour of this option was that the TGA doesn't lncur post market costs (through medicines and 
devices vtgllance·programs) unless and until products are supplied to the market and therefore 
an annual charge should not be levied on su~h products before that time. 

Several submissions proposed that"a self-d~laraj:ion of sales turnover of a product seeking 
exemption, ( rather than a statement ot tu mover certified by a third party accountant) should be 
sufficient for confirming a products' eU~Uity for an exemption. The submissions acknowledged 
that a move to self-declaration would need to be complemented by an audit program by the TGA 
to deter and identify any undesired behaviour. 

This option would better align the operation·ofthe scheme with the Cost Recovery Guidelines, as 
those who create the need for post market activities would bear the costs of such activities, 
whilst still providing some relief to sponsors who have prQducts which are yet to generate 
turnover. 

This option would provide 114minl$trative improvements to the scheme such as enabling 
sponsors to self-declare that a pr~uct had $0 turnover In a financial year and thus qualify for a 
'low value turnover' (LVT) exemption, rather than requiring a declaratfon rrom an Independent 
accountant Random and/or targeted audits by the TOA would be carried out to detect incorrect 
declarations. A challenge of the current LVT scheme Is that as part.of the application and 
validation process, sponsors are required to provide the TGA with the actual turnover of each 
entry ln respect of which an L vr exemption Is claimed, though most businesses wouldn't 
normally capture and report this Information (i.e. by reference to a particular product). Under 
this option, sponsors wUl be in a better position to make this declaration. · · 

It Is estimated that approximately 74% of the Re&bter enbies which are expected to be 
exempted under the Lvr scheme in 2014-lS would continue to be exempted under this 
model up until first turnover. 

Glven that annual charges would be paid across a broader number of Register entries, it Is 
expected that under this option, the annual charge for some entries on the Register would be 

9 Entries for certain classes of medical devices can cover more than medical device provided they arc the 
same kind of medical device. 
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reduced. However, some sponsors may choose to cancel some entries on the Register where 
they are no longer eligible for the exemption where, for instance they now must pay charges but 
the turnover is low. 

Our assessment of entries subject to LVf exemptior:i was that most are readily available with the 
same active ingredient from multiple sponsors in the Australian market If the removal of a 
unique product from the Register by a spqnsor did occur as a result of this change, and no 
altem~ive product was readily available in the Australian market, patient access to such 
products CQuld continue via other regµlatory schemes such as the Special Ac.;cess .and Authorised 
Prescrlber Schemes. Additionally, the TGA will seek powers to waive the annual ~rge on the 
basis of the interests ofpubUc health, to avoid essential medicines and medical devices being 
removed from the Register if the sponsor is not likely to continue their supply if an annual 
charge were to apply. · 

As the prop~ approach.relies, more than the current LVT scheme, on sponsors to provide us 
wtth accurate and timely infomiation (particularly about when goods flrstg~nerate turnover), 
an audit program would be developed to check and/or detect any deliberately ol" Inadvertently 
lntorrett" declaratio~ for claiming annual charge exemptions. This would Include situations 
where TGA become$ aware that a product is being suppli~d. however no notfficatfon.oftumover 
has been provided bythe_sponsor and no annual charge has been paid. 

Sponsors will be routinely n,mlnded through the TGA website and the sponsor online service 
portal to ensure their annµal declaration ofLVf is made on time If the exemption Is to be 
maintained. Moreover, ft would be an offence under the Commonwealth Criminal Code to make 
a false declaration. Sponsors will also be encouraged to provide ~te and timely disdosu~ 
of their product ·turnover through penalties which will apply for fa)se d~arations. Penalty 
provisions In the Regulationnlready allow for sponsors to be penalised 1P penalty units (where 
e.acb penalty point equals $1,70J for each false declaration; and, as the maximum 10 point 
pe.~alty may not be sufficjent to deter a false declaration on a higher cost annual charge (for 
example, a biological presaiption medicine annual charge which is $6,585), we are proposing 
that the exemption(s) for ar1y affected entries would be cancelled back to the date of entry and 
the .. appllcable annual charg~ would become payable from the date of entry on the Register 
or the date of cominertcement of the scheme, wbidlever Is later even If there Is evidence 
ofSO turnover (again) In subsequent years. 

Existing Therapeutic Goods Act provisions in section 31 (in relation to listed and regtste~d 
goods), section 32JA (In relation to blologlcaJs) and section 42JA (In relation to medical devices) 
enable the making of regulations to authorise the Secretary to require sponsors, at any time, to 
provide Information about the tu mover of goods for the purpose of administering the exemption 
scheme. (t fs proposed that such regulations will be enacted as part of the new scheme. The 
regulations will also utilise existing offence proVislons under those sections lfthe sponsor fai1s 
to respond to such a request or provides Information that Is false or misleading in a material 
particular. Such information would be sought by the Secretary to ascertain whether any 
turnover had be~n generated. Failing to respond to such a request would also. be grounds for 
suspending or canceUlng the relevant entzy from the Register. 

The cost of audit is estimated to be $0.420 million in year one. 

This option has the following benefits: 

• Around 74% of current exemptions would be expected to continue (on the basis of our 
review of those exemptions that were granted exemption with $0 turnover under the L VT 
scheme) up until first turnover 

• Administrative processes would be simpler as sponsors would only be required to provide a 
self-declaration of'$0 turnover' to confirm the exemption from annual charges. This will 
particularly assist sponsors (for example small business sponsors) who may not have 
dedicated regulatory compliance officers or qualified accountants 
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We have anecdotal information (arising from comments in consultation submissions) 
that there Is likely to be a cohort of small and medium business sponsors who will 
participate in the exemption scheme for the first time due to the reduced 
administrative requirements of the proposed scheme. 

• The annual charge for some Register entries would be reduced 

• Resetting annual charges to differentfaui between "innovator' and 'generic' chemical 
prescription medicines wlll better reflect the difference in risk between the two types of 
products and recognise that there are niultlple.spons9rs for generic products. In addition, It 
helps to mitigate the effects of the proposecl qianges on the sponsors of a range of low value 
turnover products which will no longer q_ualll'y for ,an ~~mptlon under a SO turnover 
scheme 

Full particulars of the proposal to reset chemical prescription medicines charges are 
detailed under 'Other Amendments -Annual dlarges for prucrlptlon medicines 
(chmrlcal medicines)' (RIS pages 28 to 30). 

• The operation of the new scheme would be aligned with the Cost Recovery Guidelines, with 
a stronger relationship between those creating a need for post market regulatory activities 
and those paying for them · 

• This option would provide relief from TGA annual charges to sponsors (businesses) of all 
sizes until a good Is generating turnover. ~ting entries could likewise remain on the 
Register without any annual chacge, until they are generating turnover 

• Existing entries which are not generating turnover would remain on the Register without 
incurring annual charges resulting In a quicker time to market for those products 

• A reduction in regulatory burden of an estimated $1.2 million is expected under this option. 
Businesses that would still be eligible for exemption would have decreased requirements, 
such as the removal of the requirement for verification of turnover by a third party 
accountant 

The disadvantages of this option include: 

• Given that exemptions would apply on the basis of self-declarations by sponsors, an audit 
program to detect incorrect and false declarations would be required. 

• The cost of compliance for Industry would be higher than the cost under option 3 (discussed 
below) 

• Small businesses that report low turnover of their products will not receive an exemption. 
However, current evidence indicates that small businesses are not the primary beneficiaries 
of the current scheme but they will benefit through reductions tn annual charges, simplified 
administrative processes and reduction in overall burden. 

Quantification of cost to business and the community 
Regulatory burden and cost offset estimate table 

The regulatory burden measures the costs for business to comply with new regulations and the 
savings Involved in removing regulation. By decreasing the amount of exemptions, businesses 
will benefit from the reduction and cessation ofadminlstratlve costs associated with applying 
for and verifying their eligibility for the scheme. The regulatory burden does not 1.nclude direct 
cost'> such as fees and charges appllcable to sponsors. 
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,\\ 11,1gt· .\ 11 1t1 .1I Hq:ul.1to1 \ I 11~h (lro111 H11\111c" .i~ u~11.1IJ 

Change In costs Business Community (ndlvfduals Total change In 
($mUllon) Orpnlsatlons cost 

Total by Sector -$3.0 $ $ -$3,0 

Cost offset Business Community Indtvtduals TotaJ by Source 
CSmDHual Organisations 

[Offset pruposal] 

Are all new costs offset? 

o yes, costs are offset Cl no, costs are not offset It! deregulatory, no offsets required 

Total (Change In costs - Cost offset) ($3.0 mllllon) 

Assumptions 
The costs were calculated by assessing the regulatory burden costs of the current scheme and 
comparing it to the regulatory burden costs that would be involved in the new scheme. 

Proposed situation 
• 3,619 sponsors incur annual product charges (on the next 1 July) for existing entries on the 

Reglst.er 

• 1,560 spons·ors incur annual product charges for new entries on the Register (new entries 
on or after 1 July in a financial year) 

• 77,591 existing or new entries on the Register 

• The TGA will initially identify all current entries which are likely to be ellglble for LVT 
exemption (based on two previous year statements of actual turnover supplied in support 
ofLVT applications (or 2013-14 and 2014-15 and one declaration In relation to 2014-15 
made after the new s~~m~ commences), Sponsors will only receive an annual charge 
invoice fur any entries which are non-LVT 

• It takes one hour once a year for one staff member to organise and pay the invoice for non­
LVT entries at a wage rate of$53.20 per hour 

• 850 sponsors will renew their L VT rating with the TGA. This will take 4 hours at a wage rate 
of $72.80 per hour 

• 20 sponsors wUI be select~ for an audit each year. This will involve (including pre-audit 
preparation and oo-slt.e participation) three sponsor representatives /staff members ( e.g. 
generally a Senior Regulatory Affairs Officer, Chief Financial Officer and/or Business 
Manager; and a Senior Ma~agement Accountant) for approximately 12 hours at a labour 
rate of $72.80 per hour /per staff member 
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• 850 sponsors will notify the commencement of turnover (this is a voluntary option). This 
will be done 4 times per year, involve one staff member working for 4 hours at a wage rate 
of$53.20 

• . 850 sponsors will organise to pay the product charge 4 times per year, Involving one staff 
member at a pay rate of $53.20 per hour. 

Deregulatory steps 
• 2,829 businesses with existing entries will no longer need to assess actual turnover at the 

end of the financial year. This task requires 8 hours of staff time at a pay rate of $72.80 per 
hour 

• 850 sponsors with existing entries will no longer be req~ired to prepare an existing entry 
LVT application, taking 8 hours of staff time at $72.80 per hour 

• 1,225 businesses with new entries will no longer need to asses~-whe.ther the estimated 
turnover of thelr new eritrle$ will be a low value turnover (for subsequent making of an 
application for a new entry for the L VT s_cheme). This would Involve one staitmember 
working fpr one hour 12 times per annum at a wage rate of $72.80 

• 335 businesses with new entries will no longer need to estimate their turnover three times 
per year when applying for the L VT scheme for the first time for one hour at a wage rate of 
$72.80 per hour 

• 335 companies with new entries will no longer need to submit an LVT application and fee 
for a new entry which will entail one hour of staff time at a wage rate of $53.20 per hour. 

Option 3: cease the scheme completely 
Under this option. it is expected that most sponsors would benefit from decreases in annual 
charge rates. · 

In the short term, sponsors.~ould be adversely affected by the cessation of the scheme, as they 
would be required to pay annual charges for all Register entries for which they are responsible. 

Although cessation of the LVT scheme would result In a reduction in the rates·ofannual charges 
and remove regulatory burden, there was limited support during consultation for the complete 
cessation of the ~~heme. It was commented that discontinuation of the scheme may force 
companies to remQve some of their products from the Register which would not be 
commercially viable t9 supply If an annual charge Is levied. 

Therefore an importan~ consideration of this option would be tlte expected cancellation by 
sponsors of some entries. If a unique product was removed from the Register by a sponsor as a 
result of this change, and no alternative product was available In the Australian market, patient 
access to such products could continue via the Special Access or Authorised Prescriber Schemes, 
however this would be a shift In regulatory burden rath~r than a reduction. 

The variability currently associated with forecasting revenue due to LVT exemptions, and 
therefore the difficulty in setting annual charge rates, would be eliminated, improving TGA's 
ability to forecist revenue and tie charges to operational costs. This would also assist sponsors 
with their budget planning providing a lot more certainty and predictability around annual 
charges. 

As the costs of post market functions would be recovered across all products (based on product 
rlsk), the cost recovery arrangements would be aligned with the Cost Recovery Guidelines. 

It is recognised that the following impacts may arise if this option were implemented: 
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• Some sponsors may choose to cancel Register entries with low or $0 turnover, possibly 
resulting In the removal of some therapeutic goods from the Australian market 

• There will he no separate relief from the cost of regulation for small business or in relation 
to new therapeutic goods entering the market (which may, initially, have $0 turnover) 
however, there is evidence to suggest that small businesses are not the primary 
beneficiaries of the current scheme and may in fact benefit from lower annual charges 

• Low volume unique products (e.g. for rare or unique medical conditions) sponsored by 
larger business will no longer be exempt from annual charges 

• Sponsors would be dissuaded from applying for regulatory approval for therapeutic goods 
unless and until they were likely to produce some compensating turnover. This could result 
In delayed access for consumers and patients. 

The complete cessation of the scheme would adversely impact small business as there would be 
no relief from annual charges until their products are supplied to the market. Additionally, .on 
some occasions, the lag time between registration of the product and its launch In the market 
could be longer than what small businesses could afford. 

Quantification of cost to business and the community 

Regulatory Barden and Cost Offset Estimate Table 

,\\ , ·1.1 1:1· ·1111111.il H, 1-:1d.1to1\ 111st, {lru111 fl11s111, ·~,.1, LISl!,d) 

Ola11p In costs Business Community lndlvlduals 
(Smfflfon) Organisations 

-
Total by Sector -$3.4 $ $ 

Costof&et Business Community Individuals 
($mWlon) Organisations 

(Offset proposal] 

Are all new costs offset? 

o yes, costs are offset o no, costs are not offset Iii deregulatory, no offsets required 

Total (Change In costs· Cost offset) ($3.4 million) 

Assumptions 

Total change 
lo cost 

-$3.4 

Total by 
Source 

The deregulatory component will be identical to Option 2, while the regulatory component will 
affectall 3,679 sponsors who will pay their invoices. This will take administrative staff 1 hour on 
four occasions per year at a rate of $53.20/hour. 
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Who was consulted about the options and how? 
On 10 April 2014, the TGA Issued the 'Review of Low Value Turnover Exemption Scheme' 
consultation paper thro\,lgh ·Its webs!~ for consultation with sponsors and other interested 
parties on the future operation of the scheme. In addition, the TGA wrote to peak therapeutic 
Industry as_sociations asld(\g them tq bring ~Is c«?nsultation paper to the attention of their 
members and encouraged ~em to provide submissions. The six week consultation period ended 
on 23 May 2014. 

The options for the future operation of the LVT scheme that were presented with an invitation 
for comments from sponsors and other interested ~artles were: 

Option 1: Retain the L VT scheme in Its current form. 

Option 2: 

Option 3: 

Option 4: 

Option 5: 

Retain the LVf scheme, with some amendments to improve its efficiency. 

Replace the LVT scheme with one that only grants exemptions for Register 
entries that are not supplied to the Australian market. 

Replace the L VT scheme with one that only grants exemptions for Register 
entries where the sponsor Is a small business. 

Cease the L VT scheme completely. 

In response, the TGA rereived 44 submissions: 35 from sponsors: and 9 from peak industry 
bodies. The submissions were published on the TGA website. 

Almost all submissions commented that the current LVT scheme was complex and 
administratively burdensome and that it was not desirable to continue the scheme ln its current 
form. Some sponsors, through their peak bodies, stated that due to the administrative costs of 
preparing and submitting an LVT exemption application they do not take advantage of the LVT 
scheme. Most subml$Slons supported change to the current L VT scheme. · 

Although several submissions did not explicitly support a single model among those proposed, 
most submissions supported amendments to the LVT scheme and/or a scheme wherein 
exemptions from TGA an.nual giarg~ be granted to those therapeutic goods wblch are not 
supplied to the market The argument In favour or the latter option was that the TGA doesn't 
incur post market costs (through medicines and devices vigilance programs) wh~re products are 
notsuppl!ed to the market and therefore an annual dtarge should not be lev:led on 51,1ch 
products. 

Several submissions proposed that a self-declaration of sales turnover, or alternatively non­
supply of a product seeking exemption, (rather than the one certified by a third parg, 
accountant) should be sufficient for seeking an exemption and may be complemented by 
random audits, This view Is reflected In Option 2. Additionally, Op"tion 2 is compliant wlth the 
Cost Recovery Guidelines and will minimise administrative burden for Industry. 

Aithough cessatio~ of the scheme would potentially result In a greater reduction of the rates of 
annual charges, there was limited support for thJs option. It was commented that 
discontinuation of the LVT scheme may force companies to remove some of their products from 
the Register which are either not currently supplied to the Australian market or would not be 
viable to supply if an annual charge is levied. 

One industry association suggested that if government wishes to support small to medium 
enterprises In the therapeutic g~s sector then this would more appropriately be done though 
an industry assistance scheme via the Department or Industry. Govemmentsupportschemes 
such as those offered through the Department of Industry to small business provide assistance 
or incentives for small and medium enterprises to enter the market The current LVT scheme 
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provides relief from annual charges for products with low or $0 turnover bot does not impact on 
the cost of bringing products to the market. 

What is the best option from those considered? 
The current LVT scheme (option 1) is not achieving its intended objectives. Apart from the cost 
it places on businesses the LVT scheme is inconsistent with Government policy as It is 
administratively difficult for both TGA and business to administer. 

Implementation of option 2 would reduce administrative burden to industry. The Scheme's 
exemption would operate on the basis or a declaration of $0 turnover by the sponsor of 
therapeutic goods, rather than a thiril party accountant certification or annual turnover as exists 
under the curretJt LVT scheme. There would be·no ~ulrement to make an application or pay an 
appUcation fee for seeking exemptloa. A decision to appr~e the exemption by a delega,te of the 
Secretary would not~ required. This would remove admln4tratfve complexities for both 
sponsors and the TGA, reducing regulatory burden for Industry. 

Given that exemptions would apply on the basis or (at least annual) self-declarations by 
sponsors, an audit program to detect incorrect declarations would be undertaken. 

Implementation of option 3 would result In a further administrative saving to Industry when 
compared wlth option 1 and 2 respectively. 

Whlle Implementation of option 3 wquld ~ult in maximum saving In administrative burden, it 
is likely !ftat the number of products which would be cancelled from the Register would be 
sfgnl~ntly higher than the number of products to be cancelled under option 2 and access to 
n-ew therapeutic: goods may be delayed._ This c:~>Uld compromise the timely access of essential 
th.erapeutl~ goods to patients and p~e a risk to public health. 

In view of the above, the implemen~tion .of option 2 is the preferred option from the other two 
options discussed above. Implementation of the proposed option would be consistent with the 
framework in which a scheme is being considered: 

i. The scheme would be consistent with the objectives of the Act 

2. Those who create a need to regulate bear the cost of regulation and the scheme would be 
compliant with the Cost Recovery Guidelines 

3. The scheme would 'not be inconsistent with the aims of the National Medicines Pollcyto 

4. The total costs or specified pre and post market functions would be recovered through 
annual charges 

5. (t would sl~plify the administrative processes and improve its effectiveness 

6. It would reduce regulatory burden on industry 

7. It would not place undue risk on access to therapeutic goods by consumers. 

10 National Medicines Policy 
<http://www.health.aov.au/lnternet/main/publlshfng.nsf/Content/National+Medicines+Policy-1> 
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Other amendments 

Annual charges 
This section deals with the impact of th~ review of the low value turnover (LVT) exemption 
scheme on the rates of annual charges. The rates of annual charges are calculated by dividing the 
total costs to be recovered through annual charges fdr each industry sector and product class by 
the total number of entries ror that product class on the Register, excluding the number of 
entries likely to be exem~ted f'rom ann~ charges. 

ln order to ensure full cost recovery of post-market functions, the rates of annual charges are set 
t_aking into consideration the value of th~ exemptions to be granted in a financial year (50% in 
2013-14 and increasing each year.as take up of the scheme increases, thereby putting pressure 
on Increases to the rates of annual charges). Por example, in 2013-14, 3,679 sponsors were 
Invoiced for annual charges relating to 77,S91 R~ister entries· totalling $100.S million. or 
these; 1,001 sponsors applied for, and rece[ved, LVT exemptions (relating to 21,830 Register 
entries), totaUfna $49.9 mIUfon. The exemptions result!!d In net annual charge reven~e of $S0.5 
million - only 50.3% of the Invoiced annual charges in that year. 

For 2014-15, we have budgeted annual charges revenue ofS54.Z million from S7,618 Register 
entries, aft:er allowing for LVT exemptions_ of$5S.8m from 24,439 entries. From 1 July 2015, the 
current LVT scheme is exP,ected to be replaced with a n~w scheme unde'r wbich exemption wUl 
be given to those Register entries which have $0 turnover. It Is expected that around 74% of the 
current LVT exempted entries would be exempt under the new .scheme as those entries bav:e $0 
turnover. As annual charg~ would be paid across a broader number of Register entries the rates 
of annual charge for some Register entries would be reduced for 2015-16. It is likely that some 
sponsors would choose to cancel some eritrles on the Register where they are no longer eligible 
for the exemption. While the potential decreases in the rates of annual charge are dependent on 
how many entries are cancelled by sponsors (and therefore no longer pay ~nual charges), 
withdrawal rates are likely, to vary from sponsor to sponsoi' based on individual commercial 
decisions. However for the purpose of revenue forecasting and setting the rates for 2015-16 we 
have assumed a withdrawal rate or 50% of currently exempted entries which will no longer 
qualify for an exemption under the proposed scheme. 

Annual charges for prescription medicines (chemical medicines) 
Different levels of charges have been set for different classes of therapeutic goods to reflect the 
differing levels of risk. 

For example, annual charges Increase with the class of medical device from $80 for class I 
devices to $1.210 for class Ill and AIMD devi~. Similarly with medicines, there are different 
annual charges for listed medicines, registered OTC medicines, biological prescription medicines 
and non-blologlcal (chemical) prescription medicines. However, the current scheme does not 
differentiate charges for new chemical prescription medicines and those which have been in the 
market for some time, and are thus off patent and are generic chemical prescription medicines. 

The significant difference in annual charges for chemical prescription medicines11 ($3,955) and 
biological prescription mediclnes12 ($6,585), represents the difference In the level of 
pharmacovigilance requ[red for the biological products and potentially higher costs { e.g. In 
laboratory analysis orthis class of products). 

11 Prescription Medicines • Non-Biologies 
12 Prescription Medicines· Biologlc:s 
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Some studies have shown that there is a h~ightened risk of adverse events from biologies 
compa~ with other prescription m·edicines, however, the annual charges for 'innovator' or 
recent to market ch~mical prescription medicin~s and generic medicines. which arc based on 
out-of·patentsubstances which have l:ieen In the ~rket u~ually for some years, are currently 
the same. · 

While recognfsing that tbe se~g of charges to reflect the potential risk of a class of therapeutic 
goods Is an Inexact scl~n~. in q:msultations on the reform ofTGA annual charges (through these 
proposeo changes to ttie LVT scheme), TGA was asked to review the levels of charges for generic 
chemical prescription Dledldnes for·a number of reasons: 

• There Is evidence from a number of sources that many safety / post~market issues arise in 
the.first few years of marketing, as their use changes from being In the clinical trials 
participants used to support registration (smali defined populations free of' co-morbidities) 
to the wider public post-market approval 

• TGA undertakes a_ddi~onal pharmacovigllance activities for new prescription medicines. 
This Includes the d~elopment and agreement of a Risk Management Plan. together with 
annual Periodic.Safety Update Reports (PSURs). Since 2010, TGA has not required PSURs for 
generic chemical prescription medicines 

• lncreased monitoring of new products (relative to established and generic medicines) will 
be required as more therapie$ are introduced globally through accelerated or provisional 
approval processes, often with greater emphasis on the limited data from early stage 
clinical trials. Several US studies have proposed that the greater use of accelerated review 
processes by FDA for new prescription medicines has led to more products with safety 
issues, although Increased empl)asls In recent years on pharmacovigilance by regulators 
globally will also contribute to more safety issues having been identified 

• In addition, because we charge the annual charge on a 'per ARTG entry' model, and that 
there are usually several generic versions of each out-of·patent medicine on the Register, 
we are potentially recovering more In annual charges In aggregate for many generic 
medicine substances than comparable new chemical entity (NCE) substances. 

In view of the above it Is proposed to introduce a separate rate of annual charge. for Register 
entries for generic.chemical.prescription medicines which will be lower than the rate for- the 
Register entries ror the innovator product. However, once a generic product ls registered on the 
Register the IMovator product would also pay the lower charge applicable to the generic 
version: It is anticipated th~t the maximum period that a chemical medicine in any particular 
entry would be at the higher annual charge would be 12 years (subject to the approval of new 
Indications that were included In the entry). This would be applicable for illStance if no generic 
was ever registered for a particular medicine. 

The below table includes the proposed r:ates of annual charges, expected number of entries 
paying annual charges and annual charges revenue forecast for 2015-16. 
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Table S Proposed .-eductions In annual ch;irses, rates of annual charges and revenue forecast for 
2015-16 

Prescription Medldnes -
Non -Biologies (Innovators) 

Prescription Medicines -
Non •Biologies (generics) 

Registered Medicines (Other 
than S4&S8) Annual_Charge 

Complementary Medicines 

Device Class AIMD Annual 
Charge 

Device Class Ill Annual 
Charge 

Device Class Ilb Annual 
Charge 

Device Class Ila Annual 
Charge 

Device Class 1 Sterile 
Annual Charge 

Device Class 1 Measuring 
Annual Charge 

Device Class 1 Annual 
Charge 

Listed Devices Annual 
Charge 

Listed Devices Annual 
Charge !VD, Tampons & 
Disinfectants 

Registered Devices Annual 
Charge· IVD, Tampons & 
Disinfectants 

3,955 

3,955 

1,350 

96S 

1,210 

1,210 

940 

940 

615 

615 

BO 

1,350 

770 

1,515 
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1,614 

4,149 

2,356 

346 

2,589 

5,156 

9,462 

1,858 

385 

21,962 

22 

415 

53 

•, . 'fl 

, . 
, -. 

' ..-~. , 

-~3,7.~: 6,067,283 
I ·· ... 

,_ ~~.: . 

12,655,542 

3,180,784 

9,589,028 

397,987 

2,977,221 

. -i ·~ - ·· 
4,588,449 

':-. 

·, s 8,420,956 

-. '615 1,142,911 

615 237,029 

80 1,756,949 

1,350 30,301 

770 319,656 

1,520 80,603 
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Registered Devices 2,650 1 19,139 

60,816 . . 54,783,323 

How will you implement and evaluate the· chosen 
option? 
If the recommendation to Implement the proposed exemption scheme Is approved. the 
Regulations and Charges Regulations will need to be amended. Section 44 of the Act allows for 
amending of regulations to exempt a sponsor from the liability to pay an annual charge so long 
as the turnover ofan entry is $0. 

Amendments to regulations to effect the changes will be prepared for consideration and 
approval by the Federal Executive Council (EXCO). 

Sponsors and other stakeholders will be advised of amendments, Including the revised rates of 
annual charges, through the TGA website and client service portal, sponsor notices, and advice 
to industry associations. 

The date of commencement is proposed to coincide with the commencement of a financial year 
as this Is the start of the a;Mual charges and exemption cycle each year. 

The client portal will be developed so that sponsors are able to provide their annual renewal 
declarations of$0 turnover, and notification of commencement of generating turnover (where 
they choosfl to do so), through the portal. This would be the most cost effective means for 
sponsors to meet their obligations under the proposed scheme, though a paper based option 
would also be Implemented' for those sponsors who choose not to use the electronic business 
system. 

The TGA website will indude a link to the amendments on Comlaw /FRLI, as well as extensive 
advice and Information for stakeholders. · 
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Annexure A - Legislative references 

Therapeutic Goods Act 1989 

44A Exemptions from liability to pay charges 
Subsection 44A (1J states that the regulations may make provision for and in relation to: 

a. exempting a person from liability to pay annual registration charge, annual listing 
charge or annual charge for inclusion In the Register for a financial year (the current 
year) If the person's tur:nover of the therapeutic goods concerned for the financial year 
specified In the regulations is oflow value 

b. the making of an application for an exemption and requiring payment of that charge for 
the current year if the application is refused and 

c. cance!Ung an exemption and requiring payment of that charge for the current year. 

Therapeutic Goods Regulations 1990 (current regime)13 

Regulation 43MB: definitions 

Approved person 
Approved person means a person who is a qualified accounta~t under section 888 of the 
Corporations Act 2001, but does not include: 

• A person who~ required to submit a statement signed by an approved person or 

• An employee of that person. 

E1clstl,w ent,y 

Bxisting entry, for a therapeutic good means an entry for registration, listing or inclusion of the 
therapeutic good in the Register that is not a new entry. 

l.ow value turnover (LVI') 

Low value turnover means a turnover of not more than 15 times the annual registration charge, 
the annual listing charge, or the annual charge for Inclusion in the Register ( other than the 
annual charge for inclusion of a biological under Part 3-2A of the Act) payable for a financial 
year. 

Newentry 

A new entry, for a therapeutic good means an entry for registration, listing or inclusion the 
therapeutic good in the Register that commenced in the financial year. 

TUmover {Therapeutic Good) 

The tum over for a therapeutic good is the gross dollar receipts ( excluding GST) from sales of the 
therapeutic good in Australia for a financial year, including retail and wholesale sales. 

13 Note that the current L VT scheme does not apply to biologicals. 

RIS - Low value turnover excmptton scheme 
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Therapeutic: Goods Adminlstntion 

Regulation '3AAC: Appllc1tlon requirements 
Subregulatlon 43AAC (1) states that for section 44A of the Act,. the person liable to pay the 
annual regfstratlon charge, annual listing charge or the annual charge for Inclusion of a 
therapeutic good in the Register can apply to the Secretary for an exemption from liability to pay 
the charge for the current financial year on the ground that the turnover of that good for the 
applicable financial year is a low value turnover. 

Subregulatlon 43AAC (2) states that the application must be: 

a. in writing. ln a form approved by the Secretary; and 

b. accompanied by: 

i. for an existing entry- a statement or actual turnover of the therapeutic good for 
the previous financial year, signed by an approved person; or 

ii. for a n~ entry- a statement of estimated turnover of the therapeutic good for the 
currentflnandalyear;and 

iii. subject to regulation 45A, the fee payable; and 

c. received by the Secretary: 

i. for an existing entry - before 2 September of the financial year; and 

IL for a new entry- at least 21 days before the date for payment of the charge 
mentioned in regulation 43AAA. 

Subngulatlon 43AAC (3) states that the statements mentioned in subregulations 
43AAC(2)(b)(i) and (ii} must be in a form approved by the Secretary. 

Regulation 43AAD: Decision by the Secretary - exemption application 
Subregulatton 43AAD (1) states that within 21 days after receiving an application under 
subregulation 43AAC (1), the Secretary must: 

a. decide whether to grant the exemption; and 

b. give written notice to the person of the decision; and 

c. If the decision is a refusal, the reasons for the decision. 

Subregulatlon 43AAD (Z) states that if the Secretary refuses to grant the exemption, the 
applicant must pay the charge for which exemption was sought: 

a. for an existing entry- within the later of: 

i. 14 after the notice is given under subregulation 43AAD (t)(b); or 

ii. the date mentioned in paragraph 44 (1)(b) oftheActn; and 

b. for a new entry - within the later of: 

i. 14 days after the notice Is given under subregulation 43MD (1) (b); or 

ii. The date mentioned In regulation 43AM15• 

14 This is 1 October. 
15 This Is the last day of the second month after the month when the goods were entered in tlie Register. 

rus - Low value turnover exemption scheme 
VLl March 2015 
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Therapeutic Goods Administration 

Regulation 43AAE: Actual turnover - new entries In the Register 

Subregul~tlon 43AAE (1) requires that fr a~ ,exemptl~n has been granted under.sub regulation 
43MD (1) ror a new entry in the Register base(! on the estim~ted turnover p( a the~peutic good 
for a fina"clal year (the am-ent year), the person must give to the Secretary by 1 September In 
the following fi~ncial year (the/allowing year): 

a. details, In writing in a fonn approved by the Secretary, of the actual turnover of the 
therapeutic goods for the current year; and 

b. a statement. signed by an approved person, In a form approved by the Secretary, of the 
actual turnover of the therapeutic good ror the current year. 

Note. [f the current year ls financial year 2013-14, the following year fs financial year 2014-15. 
The statement. signed by an approved person. detailing the actual turnover of the new entry In 
2013·14 would therefore need to be received by 1 September 2014. 

Subregulatlon 43AAE (2) states that before 1 September in the following year, the person may 
apply ln writing for, and the Secretary may agree to, an extension of up to 28 days after the time 
mentioned ln Regulation 43AAE (1) for giving the information. · 

Subregulatlon 43AAE (3) states that if the person does not give the Information to the 
Secretary within tqe time mentioned in Regulat19n 43AAE (1) or within the extended time 
agreed to by the Secretary un<ier Regulation 43ME (2): 

a. the exemption is taken to be cancelled on 30 September In the following year: and 

b. the person must pay the charge for which the exemption was granted by 31 October of 
the following year. 

Regulation 43AAF: Decision based on actual turnover 
SubnauJation 43AAF (1) states that the Secretary must within 21 days after receiving the 
information from a person under subregulation 43AAE (1): 

a. decide whether the actual turnover of the therapeutic goods was low value; and 

b. give the person notice of: 

i. the decision; and 

ii. if the decision is that the actual turnover was not a low value turnover - the 
reasons for the decision. 

Subregulatlon 43AAF (2) states that lf the Secretary decides that the turnover of the 
therapeutic good for the financial year was not a low value turnover and gives the person a 
notice under subregulation 43MF (1) (b), then: 

a. the exemption is cancelled; and 

b. the person who receives the notice mentioned in subregulation 43AAF (1) (b) must pay 
the charge for which that exemption had been granted by 31 October of the following 
year. 

RIS - Low value tumoYer exemption scheme 
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Annexure B - Regulatory burden measure 

Assumptions 

Option 1 - new register entries 

(average 3 actions [MONTHLY INVOICES] per sponsor per year) 

\lt•p I), •" I 1pl IOI\ 

r\o . 

1 A new therapeutic product Is listed. relistllnd. or included 
on the Register. An ARTG number Is ustped to the product 

2 The full year annual charge ls incurred (per ARTG No.) efTectlve 
from the date ofllsting. registration or Inclusion on the Register 

3 TGA Financial ·services Issues a tax invoice to the sponsor for the 
applicable annual charge 

4 Sponsor aneue1 that the estimated bU'DOftr of tile new 
entry for the current ftnandal year will not be a low value 
turnover. (nerqe 7 new entries per sponsor) 

s Sponsor pays the annual charge for the entry. No further action 
is required. 

RIS - Low Value Tumovtr Bxemption Scheme 
Vt.l March2015 

11, \ "IHl!l',(I! 

t ,,1, t I\\, 

Yes No 

Yes No 

Yes No 

No Yes 

No Yes 

TMr.apeutlc Goods Administration 

'p1111.,111 f\..i nl 11 ., ·, ·, \p , 11 ,, 111 ~p111\~1· r 

11 U1 1 "1'1lll'-.l 11 ... IH lll I~ tot.ii l11,1 

(1,111u • J .11ft_,Ct tl 1,,ll' 

o.oo 1,560 Not Appllable 0.00 $0.00 
-TGAOnly 

. 0.00 Not Applicable 0.00 $0.00 
-TGAOnly 

0.00 1,560 NotAppllcable 0.00 $0.00 
-TGAOnly . 

1.00 1,225 Managers 72.BO $72.80 
(including 
accountants) 

1.00 1,225 Clerical and . 53.20 $53,20 
Administrative 
Workers · 

Page 33 of52 



Slt·p DL ·d. tlpll ,11 

'\11 

6 Sponsor assesses Cbat tbe estimabld turnover of die new 
entry for the current ftnandal year will be a Jaw value 
turnover. (average 7 new entries per sponsor) 

7 Sponsor prepares an LVT application tor the new entry which 
must be accompanied by (a) a statement of the estimated 
turnover of the therapeutic good for the cu1Tent fli:ia,icial year 
and signed by the person liable to pay the charge; and (b) 
payment for the LVT application fee. 

8 The sponsor submits the completed Lvr application to the TGA. 
The application must be received at least 21 days before the date 
for payment of the applicable annual charge. There Is no 
extension if the application Is not made In dme. 

9 The TGA Delegate assesses the LVT application. If approwd, a 
letter Is Issued to the sponsor with a credit note for the 
exempted charge. As a new entry L VT exemption, the approval Is 
conditlonal that the sponsor must provide by 1 September in the 
following year, a statement, signed by an approved person, 
detaillng the ac:tuaJ turnover of the entry in the: year the entry 
was a new entry. 

9.1 The sponsor L VT application Is not received at least 21 days 
before the date for payme11t of the applicable annual charge. The 
LVT application cannot be approved (Return to step S) 

RIS - Low Value TW'nover Exemption Scheme 
Vl. 1 March 201S 

r1 , , \ppll ' ,I T 

I "k LJ 1I\ 

No Yes 

No Yes 

No Yes 

Yes No 

N/a N/a 

Therapeutic Goods Administration 

~p ,,11,u : ~~ ' I I 1f rl," \p11a ... 01 ~(HIU"\IIJ 

tl'l\t' "-r11,q,i11, h1 Ill 1 \ lo l.tl ,n, r 

(111,11 ·,t d1ft. .. dL"l l I tl L 

1.00 335 Managers 72.80 $72.80 
(Including 
_accountants) 

4.00 335 Managers 72.80 S291.20 
(Including 
accountants) 

0.50 335 Clertcaland 53.20 $26.60 
Administrative 
Workers 

0.00 Not Applicable 0.00 $0.00 
·TGAOnly 

' 

0.00 Not Applicable 0.00 $0.00 
-TGAOnly 
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'" 
10 Validation revfews of new enll'y LVT exemptions 

commences on 1 July In the following year. Thevalldadon 
review lnvoms the TGA writing to all affected sponsors to 
remind them tbeir obllgatlons to supply a natiement of 
actual tllnlover by l September. 

11 The sponsor extracts the actual turnover of the entry from ( e.g.) 
their sales/ ftnance system and records it on a 'statement of 
actual turnover' form (approved by the Secretary) and then 
must have the actual turnover verified by an approved person. If 
satfsfted. the approved person signs a declaration that the 
turnover reported Is the actual turnover of the entry. The 
sponsor sends the completed statement to the TGA by 1 
September 2014 

11.l The sponsor caMot 111pp(y a statemtnt of oct.uol rurnover by 1 
Septsmb«r and dpplfes in writing_ {or an utenslon (up to 28 days). 
If r-alvttl before I September. th, TGA approves the eictenslon to 
29 September (23 out of 334 sponsors (or '1%) applied for 
extensions In 13·14) 

12 The TGA Delepte assesses the actual turnover of the new 
entry was a low value turnover, The exemption ls confirmed 
under rqulallon 43AAF. 

13 The sponsor is notified by the TGA In writing that the exemption 
Is confinned and no further action Is required. 

RIS - Low Value Turnove.r Exemption Scheme 
Vl.1 March 2015 

I<,~ 'IH!l\ ... ( •f 

I ,sl. I 1•. I, 

Yes No 

No Yes 

Yes Yes 

Yes No 

Yes No 

Therapeutic Goods Administration 

,p,111 .. 111 \ ,1 1,l ( l , ... , 'tjlt l [l ',111 \ p, ,11 ... n1 

11 , 11 ,· ', p111 ,, I(, 1111111 I •. 111 '., al t n•,I 

( 11 11111 , 1 .1H1 L l1 ·, I I ,tf t.· 

0.00 Not Applicable 0.00 $0.00 
·TGAOnly 

8.00 33S Managers 72.80 $582.40 
(Including 
accountants) 

1.00 24 N/a-Non· n/o n/a 
compliance 
matter 

0.00 280 Not Applicable 0.00 $0.00 
·TGAOnly 

0.00 .. Not Applicable 0.00 $0.00 
·TGAOnly 
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14 The TGA Delegate assesses the actual tamover of the new 
entcy was not a low value turnover (Le.> 15 times the 
amount of the dJarZe for that entry), The exemption Is 
cancelled under replatlon 43AAF, 

15 The sponsor is notified by the TGA ln writing that the exemption 
is cancelled and the annual charge is (now) payable by 31 
October. The sponsor pays the tax Invoice for the annual ch~rge. 

16 The sponsor does not supply the statement of actllal 
turnover by 1 September. The exemption Is cancelled under 
~gulation 43AAE. · 

17 The sponsor Is notified In wrlti~g that the exemption Is cancelled 
under regulation 43AAE for failure to give lnfonnatton and the 
annual charge Is (now) payable by 31 October. The sponsor pays 
the tax invoice for the annual charge. 

R!S- Low Value Tumover Exemption Scheme 
Vl.l March 2015 

11, \ 'lp, 0 11,n1 \p••ll "- tl l 

I i-1, l.1,I, r1t11• 

I lt11u1, I 

Yes No o.oo 

Yes Yes 1.00 

Yes No o.oo 

Yes Yes 1.00 

Therapeutic Goods Administration 

rl. ' ,\ I '1., ....... Sp ,11,111 \pou , 111 

"P '' 1 ' " t ~ h1q1 1 I•. I fit.ii C c,,t 

,1IIL1 f 1·{ t t.llt' 

Not Applicable 0.00 $0.00 
-TGAOnJy 

45 Clerical and 53.20 S53.20 
Administrative 
Workers 

Not Applicable 0,00 $0.00 
·TGAOnly 

10 Clerical and 53.20 $53.20 
Administrative 
Workers 
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Option 1 • existing register entries (on the Register on 1 July each year) 

(One action (ANNUAL INVOICE] per year) 

~I, 11 f)1•"it I 1pl1tlll 

f\o, 

1 All existlnc entrlea on the Repster on 1 July incur the applicable 
full year annual charge(•) 

2 TGA Financial Services Issues a tax Invoice to the sponsor for the 
applicable annual charge(s). 

3 Sponsor assesses that the actual turnover of the eJdttlng entry 
In the previous fina11clal year was not a lowfllue turnover (Le. 
> 1S times the annual charlf) for the,entry), (average 18 
existing entries per spomor) 

4 Sponsor pays the annual charge(s) for any non·L VT enny /entries. 
No further action is required. 

5 Spon,or assesses tbat the actual turnover of the ex1st1111 entry 
ln the prevtou year wu low value. The sponsor extracts the 
actual tumover of the entry from (e.c,) their salea/ ftaance 
system and rec:onls It on a 'statament of actual bU'Dover' form 
(approved by the Secretary) and the11 mun bave the ac:hllll 
turnover verifted by an approved persoa. lf satisfted, the 
approved person signs a declaration that the turnover reported 
was the actual tumover of the entry. (aYCrage 18 exlstiq 
enb'tes per sponsor) 

RIS - low Value Turnover Exemption Scheme 
Vl.1 March 2015 

I<.\ ,pntJ'-01 

I I\ ',i. t.1,h 

Ye.s No 

Yes No 

No ye5 

No Yes 

No Yes 

Therapeutic Goods Administration 

'1 1 11 (1,Pt 
\ -1 " ' 

t I l,, ~,\ ,r ,n,,, , \\t1t1,'\0I 

l1Jll1 °' p 1t" • JI 'I h1 • lit I\ lnl ,,I 

( ' 11 ,tJI ') ,ill,, I , ,I Ill •• 111"r 

0.00 Not Apl)llcable 0.00 $0.00 
•TGAOnly 

0.00 3,679 Not Appllcable 0.00 SO.DO 
·TGAOnly 

B.00 2,829 Managers 72.80 ~582.40 
(lndudlng 
accountants) 

1.00 2,829 Clerical and· 53,20 $53.20 
Administrative 
Workers 

8.00 850 Managers 72.80 $582.40 
(Including 
accountants) 
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6 Sponsor prepares an LVT appUcatl.on fot the existing entry which 
must be accompanied by (a) the statement of the actual ~mover,. 
signed by an approved person, and (b) payment for the LVT 
application fee {$150' per entry In 12·13, to a mmmum fee of 
$15,000 for 100 or more L VT exemptions). 

7 The sponsor submits the completed LVT application to the TGA. Tha 
application must be received before 2 September. There Is no 
extension if the application Is not made In time. 

7.1 The sponsors LVT application is not received before 2 September. 
The LVT application cannot be approved. (Go directly to Step 9) 

8 The TGA Delegate assesses tbe L VT applk:adon.·lf approved. a 
letter Is Issued to the spomor with a credit note for any 
exempted charge(s). 

9 Sponsor pay• the amaual charge(•) ror any non-LVT 
entry /entries, No fwther action Is required, 

·. 

RIS - Low Value 'l'umover Exemption Scheme 
Vl.1 March 2015 

I r, \ '°'P1Tf1"11H 'it1r, 11,111 

'·"" 1.1,I, 11111' 

I lnl!II,) 

No Yes 8.00 

No Yes 1.00 

N/a N/a 0.00 

Yes No 0.00 

No Yes 1.00 

Thl!rapeutic Goods Administration 

\,. ,I I I I .,, $pn:1,r,1 ~p11t1'111 

'lp,\11-.111 · . h11111 I\ (11(.JI 

. 1llcL1,·ol I lh \11':it 

eso Managers 72.80 $SB2.40 
(Including 
accountants) 

8SO Clerical and 53.20 $53.20 
Administrative 
Workers 

0.00 S0.00 

Not Applicable 0.00 $0.00 
·TGAOnly 

850 Clerical and 53.20 $53.20 
Administrative 
Workers 
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Option 2 - $0 turnover scheme - transitional entries 

(One action (ANNUAL INVOICE) per year) 

'ill"fl \111. 

1 

n .. ,, rip111,·1 

TGA wW Identify all entries which may be eligible for an 
Initial L VT Exemption 

Entries on the Rlllfster 1 July 2014 • To qualify for an LVT 
exemption, an entry which was listed. registered or included on 
the Register on 1 July 2014 mutt have been approved forLVT 
exemption In 2013·14 and 2014-15 and have had $0 val~ 
turnover. 

The LVT approvals in 2013-14and 2014-lS were made on the 
basis of the sponsors statement(s) or actual turnover (SOA T), 
signed by an approved person (a third party accountant) of the 
entry In 2012·13 (for approval of the 2013-14 LVT exemption) 
and 2013-14 (for the approval of the 2014-15 LVTexemptlon). 

2022·13 and Z013·14dota arising from the 1013·14 and 
2014-1.S LVl'eumption approvals Ila., beelt 
collaml/analysed. with au eltalb,. {pn-1/uly Z014) entries 
.sltort-llsted/or automatic Ln' exemption when the scheme 
commenru on 1 July Z015. 

RlS - Low Value Turnover Exemption Scheme 
Vl.l March2015 

Tc;.\ '-.;1 1on,•>r 

1.,, 1' t.1·,I, 

Yes · I No 

\pnn·,or \1'1 ,it 

tim,· "pnn"·, ,, 
iho11r,1 ,,111 ·111·,t 

0.00 3,679 

Therapeutic Goods Administration 

r l.1 .. , ~lh !J l''> llf° 

11,, 111 I~ 
I . It I~ 

NotApplicable I 0.00 
-TGAOnly 

Sp1111,01 

t<it.d I fl~t 

$0.00 
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LVT exemptions for 2015-16 for an entry will depend on the 
sponsor being able to make a declaration by 22 July 2016 of$0 
turnover for the entry for both 2014-1S and 201S-16. If the 
sponsor cannot make either or both declarations then: 

• they will retain any exemption for 2014-lS 

• they will be required to pay the annual charge for 201S-16 

• they will be invoiced for the annual charge for 2015-16 • 

Entries added to the Register between 1 May and 30 f 11De 
2015 

An entry which is first registered. listed or Included on the 
Register on or after 1 May and before 1 July 2015 will be deemed 
to have been entered on the Register on 1 July for the purposes of 
the LVT exemption scheme (and thus automatically quality for 
LVTfor 2015-16). In practice, we recognise thesponsor would 
have been required to apply for LVT (and pay the LVT appllcation 
fee} for the 2014-15 annual charge by the time the LVT scheme 
tennlnates. Sponsors wlll still be required In tbe next annual 
cycle to declare $0 turnover fur 2015-16 ln order to retain the 
exemption for that financial year. 

Deemed entries wW -.uallfy as eligible fur L\IT exemption 
until (a) the entry generatm tarnoYIII' aacl lbe sponsor . 
notUles the TGA of tlaat tllrDO\ler; or (b) tbe L\IT exemption ls 
renewed (or c:ancelled) followlue the next annual (turnover 
status) renewal dedaradon which Is due by 22 July In tbe 
next ftnandal year (Le. 22 Ja)y 2016) 

RIS - Low Value Turnover Exemption Scheme 
Vl.l March 2015 

Therapeutic Goods Administration 

re, \ Sp(lll\lJI "1,011,111 \u nt , , , ... , Sp,)11Slll ,p,111'\lll 

( "'' 1.:sk lllll< \pr·n-,111 ~ 1111111 l~ tot,11 t 11,t 

[ho111 ·,) .,11,,1,·d 1.it,· 

. 
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2 Transitional entry ls not pre-qualllled tor exemption: A full 
year annual product charge tax Invoice will be Issued for the 
current financial year at the end of July to sponsors who did not 
have an exemption for the previous year. The sponsor will be 
required to pay the invoice by 15 September. 

3 The full year annual product charge for will be levied on 1 July 
each year thereafter until the enny Is cancelled from the Register 

4 The sponsor pays the applicable product charge Invoice. No 
further actlon Is required until the next full year annual product 
chargeisincun-ed. 

5 The sponsorof an essential good applies for a waiver of the 
-charge for that financial y~ on the basis that (a) It ls 1n the 
interests of public health for the product tn remarn on the 
Register@ It would be commercially unvlable for the sponsor to 
be required t~ pay the for thatfinandalyear. The manerno be 
taken lnto account In assessing the public health lnterest include 
the population that use the relevant goods, the IJkellhood of the 
goods being available through alternative means If the entry was 
cancelled at the request of the sponsor, the clinical needs of the 
users and the goods and the reasonable availability of 
alternatives and any relevant health rlslcs. 

RIS - Low Value Turnover Exemption Scheme 
Vl. l March 2015 

I '' \ \llrllhlll 

1.1 .. 1\ [ I ,f, 

Yes No 

N/a N/a 

No Yes 

Yes Yes 

Therapeutic: Goads Administration 

\ I' I I 11,111 \41rif l I' " "p,111-.u, "pu11,u1 
l1in1 ,pr1:l, p l ' I. ,,1111 l11Ltl l 11,1 

th111 11 , 1 ii I, : , 1 ~ 1 ,r, · 

0.00 2,829 Not Appllcable 0.00 So.oo 
0 TGAOnly 

0.00 $0.00 

1.00 2,829 Clerical and 53.20 $53.20 
Administrative 
Workers 

1.50 85 Managers 72.80 $109.20 
(indudlng 
accountants) 
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6 Tranlltlonal entry Is pre,quallfted for exemption: The 
sponsor will not receive a tuc invoice forany·entrtes which are 
'$0 turnover'. The LVT exemption will remain in force until the 
sponsor subsequently notifies the TGA that the entry has 
commenl*t generating turnover or falls to make the sponsors' 
annual (turnover status) renewal declaration by 22 July In the 
next financial year. 

7 Sponsor annual (turnover status) renewal declaration - all 
sponsors who were exempt from paying a charge for an entry In 
the previous ftnanclal yearwm be required to declare that the 
entry had '$0 turnover' ln thatyearwithJn 21 days tro·m 
c;ommencement of each subsequent flnandal year to ensure It 
retains lts annual charge exemption·for that previous year. lhhe 
sponsordoes not make such a declaratton. they will be Invoiced 
for the charges for the previous ftnandal year and also rorthe 
current year. Both amounts are payable by 15 September. 

8 Audit and monitoring program of'SO turnover' entries (The 
program will seek to review 20% of sponsor claims annW1lly (for 
100% coverage of clalms every five yurs). The desk top audlt 
and monitoring wlU be used to Identify and short-list sponsors 
for audit to verify the turnover status of$0 turnover. The TGA 
will exerdse powttS in the Regulations to require the sponsor to 
provtde tnrormation ,about a sponsors' tuniover for the purposes 
or the administration of the LVT scheme. 

RIS - Low Value Turnover Exemption Scheme 
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I"(,\ \p1111,!lt 

11 •d , t..,I. 

No Yes 

No Yes 

Yes No 

Therapeutic Goods Administration 

\p,,n,or \11 u l I I'" "ipun,1i1 "i p nthOI 

r1u1 '-1 10 1\"tl l '\ "'""'' t« i Ld t< , ':.l 

(ho111,] ,d' 1 · 1 ~· · {\ 1,1t1· 

1.00 '. 850 Clerical and 53.20 $53.20 
Administrative 
Workers 

4.00 BSO Managers 72.80 $291.20 
(including 
accountants) 

0.00 200 Not Applicable 0.00 $0,00 
-TGAOnly 
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9 Omite audlt or·so turnover' lntrles. The program will seek to 
conduct onsite audits with 2% or sponsors aMuaJly. Based on 
previous audit activity between 2007 and 2012, the costing 
assumes 3 Manager or equivalent sponsor participants in each 
audit 

10 Sponsor declaration of tumover · upon receiving the sponsors' 
notification that an entry bas commenced generating turnover, 
the aMual product charge exemption will cease and the full year 
product charge -Will be levied for the year in which turnover was 
generated 

11 ANNUAL CHARGES INVOICING SCHEDULE 
Monthly Invoices - $0 turnover entries generating blrnover 
during a financial year 

Tax Invoices will be Issued (monthly) after a sponsors voluntary 
notification ( during t~ current financial year) that a $0 turnover 
entry has commenced generating turnover In that financial year. 

Example (Monthly Invoices): A $0 turnover enuy commences 
generating turnover on 1 October,,The sporisor notifies the TGA 
that the entry is now a non-Lvr entry [Note. if the sponsor does 
not voluntarily notify tbe TGA of turnover during the year. the 
sponsor will be lnvolCed for the year when the sponsor does not 
make a SO tumoverdeclliration due by 22 Jwy:1n the next 
financial year). 

RIS - Low Value Turnover Exemption Scheme 
Vl.1 March 2015 

I L.\ 

1.1, 1\ 

Yes 

Yes 

Yes 

Therapeutic Goads Admin1$Cration 

'1"1n,1n Sp1)!1\IIJ \'11111 l l.1..,.., i...p111h(tl "P'IU\01 

I I\\\ t1111, \p1,•),11!, IIPlll I·. l1d,J! 1 IP..f 

tli11!1l•,j ,J!tL' ~ :t•d 1.1t1· 

Yes lZ.00 20 Managers 72.80 $2,620.80 
(Including 
accountants) 

No 0.00 Not Applicable 0.00 so.oo 
·TGAOnly 

No o.oo Not Applicable 0.00 S0.00 
·TGAOnly 
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Where a sponsor notilkatfon ohumover Is received during a 
financial year (I.e. at any other time than a compulsory annual 
(turnover status) renewal declaration by 2-Z July In the next. 
financial year), an Invoice for the applicable IWI year annual 
charge will be Issued tn the next monthly Invoice run. 

ff, a compwol)' annual (turnover status) renewal declaration of SO 
turnover fs not lodged with ·the TCA by 12 July In th• nu.tfinondal 
year, It will be assumed ttiat thunll)' was nan•t.VT In the pm,lous 
financial year and the applicable ann11al charge wl/1 become 
payable for thatytar 1ag11ther with the charge for the cun-entyeor. 
Both will be payable by 1S Sep~mber. · 

Annual lnvolcing'Non-L\IT. entries'- Entries .which are non-LVT 
on the next 1 July Incur the full year annual charge. Annual 
Invoices are Issued In July for payment by 1S September (and 
again each year thereafter until the entry-ls cancel~ed from the 
Register). 

12 Sponsor pays the applicable annual prodw:t charge invoice. 
No further action Is required until the next full year annual 
product charge Is incurred. 

RlS- Low Valu~ Turnover Exemption Schem~ 
Vl.1·March 2015 

l"l~,\ \11011'-.0I 

t ."I, L.t~I, 

No Yes 

Therapeut,c Goods Administration 

.;:;pnH•·;tll f\u ul l I.,·' \p,,n,or Sp,,n,,1r 

111111 "llll'll"OI..., lt,J11rl1 tot,.il cr.,t 

1h,1u1 , I ,1IIL-tlt:d , .. :, .. 

1.00 850 Clerical 53.20 $53.20 
and 
Admtnlstr 
atlve 
Workers 
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Option 2 • $0 turnover scheme - new entries 
(Up to four actions [MONTHLY INVOICE(S)] per year) 

\i, ·p U1 · q1qit1111, 

'" 
A new therapeutic product is Usted. regtsund or included on 
the Register. An ARTG number Is assigned to the product 

A new entty on the Register (on or after 1 July 2015) will be 
classlfted as L VT unW the sponsor declares otherwise through 
tbe oaline portal or by paper farm. (average 6 new entries per 
sponsor) 

When an entry Is becomes a non-L VT entry, the full year annual 
charge is incwnd (per ARTG No.) effective from the ftnandal year 
when turnover was generated 

TGA Financial Services issues a tax Invoice to the sponsor for the 
applicable annual charge 

Sponsor pays the annual charge for the entry. No further action Is 
required. 

RIS - Low Value Turnover Exemption Scheme 
Vl.l March 2015 

I!, I '\p1111, II \p11Jl'.1H 

l.1•..t\ l.1 ... 1, t I f\a· 

l r,,,.,r, l 

Yes No 0.00 

Yes No 0.00 

No Yes 1.00 

Yes No 0.00 

No Yes 1.00 

Therapeutic Goods Admimstrallon 

\ I 111 t I 1, , '\~Hlll'-!H t...pnn~iir 
..,prn1.., ,i, !1 11111 h, lui ,ii t ,,, r 

llh ... t 11·1 ! t .n ~ 

1,560 Not Applicable 0.00 $0.00 
-TGAOnly 

0 Not Applicable 0.00 $0.00 
·TGAOnly 

l,Z2S Managers 72.80 $72.80 
(including 
accountants) 

Not Applicable 0.00 $0,00 
-TGAOnly 

1,225 Clerical and 53.20 $53.20 
Administrative 
Workers 
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S1q1 ()c~, ripl1011 

Tl.o. 

Sponsor assesses that the turnover of a new entry Is $0 
turnover. (average 7 new entries per sponsor) 
No acl:lon ls required by the sponsor of the new entry until (a) the 
entry commences generating turnover or (b) the next annual 
(turnover status) renewal declaration of $0 turnover Is required (by 
22 July in the next financial year). 

The LVT exemption will remain in force for an entl)I Wttil the 
sponsor subsequently notifies the TGA that the entry has Incurred 
turnover (subject to the sponsors' annual declaration { detailed 
below) within 21 days of commencement of the next financial year 
that an entry did not generate any turnover In the previous year and 
therefore continues to be i:ligible for an I.VT exemption). 

Sponsor pi:ovfde;s an annual (tumaver status) renewal 
declaratfop - In order to maintain an LVT exemption for an entry, 
the sponsor will be required to complete an onllne declaration that 
the entry did not generate tumover'ln the previous flnandal year.by 
22 July. If such a declaradon Is made, no further action le-required 
until the next.annual update Is required (lh'e 11ext financial year) or 
the TGA ls nodfled of turnover (whichever comes first), 

Sponsor does not provide aa amraal (tmaover ata1as} raewal 
declaration - If a sponsor falls to provide a $0 turnover declaration 
by 22 July in the next financial year, the annual charge exemption 
wUJ cease and the applicable annual product charge wfll be payable 
In reladon to the previous financial year. (For example, an update 
required by 22 July 2016 relates to FY2015·16 • fallure to provide an 
update will Incur the 2015-16 annual charg~ and by default will also 
lncur the 2016-17 aMual charge (as 16/17 commences on 1 July 
2016). Both amounts would be payable by 15 September. 

RlS - law Value 1'urnover Exemption Scheme 
Vl.1 Marc/\2015 

((, \ \Jlr,11,111 

t.1,f, 1.l'k 

No Yes 

No Yes 

No No 

Therapeutic Goods Administration 

~(ltlll \ (lj NI 11t ( t 1, ... '>pon,01 ~Jlllll"" 
t11nc ~po11,,,r, l,,11111·, tril.1. l( 1\f 

(hn111 \j ,1/lc tf l'" ]. 1f I' 

1.00 33S Managers 72.80 $72.80 
(including 
accountants) 

LOO 335 Managers 72.80 $72.80 
(Including 
accountants) 

o.oo . Not Applicable 0.00 $0,00 
-TGAOnly 
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Slq1 fh.'',l I 1p111111 

/1.11 

TGA Financial Services Issues: a tax Invoice to the sponsor for the 
applicable annual charges. 

Sponsor pays dae 1111Dual cbuJe(s) for any non-LVT entries. No 
further action Is required until the next full year annual product 
charge ls incurred. 

Sponsor aatUies that an L VT entry has commenced generatinl 
turnover- Sponsors will have the option of notifying the TGA when 
an entry [subject to an LVf exemption) generates any turnover. 
Upon recdvlng the notification. the annual charge exemption will 
cease and the full year charge will become payable rorthe year In 
which turnover was generated. 

TCA Financial Services issues a taX Invoice to the sponsor for the 
applicable annual charges, 

Sponsor pays the aanual cbarge(s) for any non•LVT entries. No 
further action is required until the next full year annual product 
charge Is lncurred. 

RIS- Low Value Turnover Exemption Scheme 
Vl.1 March 2015 

II,\ 'p11t1,1!1 

:, ,, l, 1, ,, 1-. 

Yes No 

No Yes 

No Yes 

Yes No 

No Yes 

Th<,rap~utic Goods Administration 

'J·i·rt,111 ' I 1d f l. ,•, ._ '-tp11n,r11 '-ip11n,1,, 
It Lllt_ \p111;,1 •I, !111111 I. !111,\ L"( • , t 

! 11,, ,1, I ,1(J1•1 [l d J 111 

0.00 . Not Applicable 0.00 $0.00 
·TGAOnly 

1.00 335 Clerical and 53.20 $53.20 
Administrative 
Workers 

1.00 335 Clerical and 53.20 $53.20 
Administrative 
Workers 

0.00 . Not Applicable 0.00 $0.00 
·TGAOnly 

1.00 335 Clerical and 53.20 $53.20 
Administrative 
Workers 
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Step llt•, r1 1p!11111 

!'In. 

ANNUAL CHARGES INVOICING SCHEDULE 
Monthly Invokes • $0 turnover entries generating turnover 
during a Hnancialyear 

Tax Invoices will be Issued (monthly) after a sponsors voluntazy 
notification (during the. current ftnandal year) that a $0 turnover 
entry has commenced genei:atlng tu mover In that financial year. 

Example (Monthly Invoices): A SO turnover entry commences 
generating turnover on 1 October. The sponsor notifies the TGA by 
22 October that the entry Is now generating turnover 

[Note. If the sponsor does not volW\tariJy notify the TGA of nimover 
during the year, the sponsor will be invoiced for the year when the 
sponsor does not make a $0 turnover declaration due by 22 July In 
the next financial year]. 

Where a sponsor notification of turnover Is received by the TGA 
during a financial year, an Invoice for the applicable full year annual 
charge will be issued In the next monthly invoice nm (I.e. as per the 
example above, if turnover Is recorded for a $0 turnover entry on 1 
October, the sponsor may declare the turnover by 22 October for 
invoicing on 7 November for payment by 7 December) 

If a compulsory annual (tu mover stacus) renewal dtclaration of SO 
tu mover is not completed by 22 July in the nat financial year, It will 
be assumed the entry was non·LVI' in the previousjfnanclaty,ar and 
the applicable annual charge will bdcome payable for that year 
togecher with lhecharge for the current year. They are both payable 
by 15 SepCBmber. 

RIS - Low Value Turnover Exel!\ption Scheme 
Vl.1 March 2015 

Therapeutic Coods Administration 

I( , \ ~ J)IHl 'l UI' ~Jllllhnl '\ 11 Pt (I "' ~l'flll\111 '>pllll~OI 

l,1' k t.i,k t1111e '-\llll\\111.., Ill> 111 I 1 t11r.d, 11\t 

(lu,1n , ) .; tru red I ill' 

. 
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'\,, 

ADDualJnwldng'Non-exempt entrla' 
Entries whlc:h are non-LVT on the next 1 July Incur the full year 
annual ·charge. Annual Invoices.a~ issued In July for payment within 
30 days (and again each year thereafter until the entry Is cancelled 
f'rom the Register). 

RIS - Low Value Turnover Exemption Scheme 
Vl.1 MuchZD15 

II,\ \t 1 1l1 h1II 

I l',I, I I ~j, 

Therapeutic GoodsAdminlstl"itlon 

'-.tl • Hl'••H \.,, I ( l ' " "P lll"H "'J'illl,1)1 

11111• \I" 1 I!~•' I , li1q11 I\ l•if iJ In,! 

(la 11111 ,1 ill1 >. ,: 1,1!1 
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Option 3 - cease the scheme 
(Up to 13 actions [ANNUAL INVOICE+ MNTHLY INVOICES) per year) 

<;1 .. p fl,•" T lplllll\ 

f\.11 

1 Existing Register entry (at 1 July): If the entry 1.5 an existing entry 
on the Register at 1 July, the full year annual charge fs Incurred. 

2 TGA Financial Services issues the sponsor an existing entry annual 
charge invoice for the applicable annual charge in July for payment 
within 30 days. 

3 The sponsor pays the applicable annual charge. No further action is 
required until the next full year annual charge Is incurred on the (next) 
lJuly. 

4 New Register entry: lftbe entry Is a new entry In tbe Rqlster, the 
full year annual charge is lacurred for the year tbe entry ls a new 
eatry, 

5 TGA Financial Services issues the sponsor a new entry annual charge 
invoice for the applicable annual charge. New enby aMual product 
charges Invoices are Issued to sponsors' on a monthly basis. 

6 The sponsor pays the applicable annual charge. No further action Is 
required until the next fuU year annual charge is fncurnd on the (next) 
1 July. 

RlS - LCJW Vah1e Turnover Exemption Scheme 
Vl.l March 2015 

: ( , .\ 'ifH •lhlll 

I ',I. l." i .. 

Yes No 

Yes No 

No Yes 

Yes No 

Yes No 

No Yes 

Therapeutic Goods Administration 

\p,,11 ·, 01 ,n1 I ( l , ... , "'ip ,11,n1 ..:;pt1fl<,Ur 

t1in, ',,p11 11._ , , I , ll<\111 I\ l tit.,1 t fl\.( 

fl,011" I .1f14 1r1·d I.It• • 

0.00 Not Applicable o.oo $0.00 
-TGAOnly 

0.00 Not Applicable 0.00 $0.0D 
-TGAOnly 

1.00 3,679 Clerical and 53.20 $53.20 
Administrative 
Workers 

0.00 Not Applicable 0.00 $0.00 
-TGAOnly 

0.00 Not Applicable 0.00 $0.00 
-TGAOnly 

1.00 1,560 Clerical and 53.20 $53.20 
Administrative 
Workers 
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1'berape11tic Coods Adminl$tnllion 

Glossary of terms 
Definitions of key terms used in this consultation paper are provided in this section to facilitate a 
common understanding of the key issues and proposed options. 

Australian Register ofTherapeudc Goods (the Be&lster): The Register Is the publicly 
accessible reference database of the therapeutic goods available in Australia The Register is 
available online httl}s· /lwww,ebs,tp.filQY,au. It provides information on therapeutic goods that 
can be supplied In Australia and Includes the product and sponsor name and other basic 
lnfonnatlon about the goods. It ls not Intended to provide guidance, advice or recommendations 
on those goods. It Is an offence under the Therapeutic Goods ~for a person to Import and 
supply or manufacture and supply therapeutic goods In Australia unl~ss they are entered in the 
Register in the name of that person (or the goods are otherwise exempt or approved by the 
TGA). 

Therapeutic goods: Therapeutic goods indude prescription, over the counter and 
complementary medicines, medical devices and blood and biological goods that are required to 
be entered on the Register. 

RIS - Low value turnover exemption scheme 
VLO Month 2015 
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Therapeutic Goods Administration 

PO Box 100 Woden ACT 2606 Australia 
Email: iofo@tp,i:ov.au Phone: 1800 020 653 Fax: 02 6232 8605 

http://www,tp,eov.au 

Reference/Publication # 



Mr Jason McNamara 
Executive Director 

• Australian Government 
Departmem of Hnleh 

Thcrapcu1ic Goods Adminiscracion 

Office or Best Practice Resulation 
Departmentofthe Prime Minister and Cabinet 
1 National Circuit 
BARTON ACT 2600 

Eniall: helpdesk@lobpr.aov.au 

Dear Mr McN~mara 

Regulation Impact Statement -final assessment second pass 

I am writing in relation to the attached Retulation Impact Statement (RIS) prepared for 
the Low Value Tumowr (L VT) Exeq,cion Scheme. The regulatory oo~en to business, 
convnunity organisations and/or individuals has been quaotifJCd and offsets have been 
idcn1ificd and quantified using the RegulatOI)' autdcn Measurement fi'amcwork. llM:se 
have been agreed with your off"tcc. 

I am salisfacd that the RJS addresses the three key comments raised by your office and 
notified by ·Mr Tony Simovski in his letter of27 February 201 S: 

• The RJS states the reasons that consukation options 2 and 4 were not comidcrcd 
to be feasible options tor achieving the Govcmmem's objectives and how these 
conclusiom were made. 

• The RIS explicitly discuS9Cs the impect ofeac:h RJS option on small businesses. 

• The RIS provides a descrjption oftbe proposal's development at each major 
decision point. 

Accordingly, [ am satisfied thet the RIS now meets best pracdc:e consistent with the 
Australian GtNer~nl G11lde to Regulation. . 

I submit the RIS to the Office of Best Practice Regulation for formal ftnal assessment. . 

Yours sincerely 

~ Professor John Skerritl 
National Manager, Therapeutic Goods Administration 
Deputy Secretary, Deparcment of Health 

/j March 201S -

T/""AHeallh Sa(ety 
I ~ Regulation 



• 
DepartmmtofthePrlmeMinlzarandCabinet 

Office of Best Practice Regulation 

Rdlcreocc: 17309 
Tclqahom: 6271 6270 
HIIIII: halpcblt~QOY.&11 

Adj Prof John Skcaitt 
National Manager, Therapeutic Goods Administration 
Deputy Secietary 
Department of Health 

Dear Professor S.b::nitt 

Final Regulation Impact Statement- Low Value Turnover (LYn Exemptfon 
Scheme · 

Thank you for forward.mg the Regulation Impact Statement (RIS) for the abow proposal, 
which was received by the Office of Best Practice Regulation (OBPR) fur final wcmmcnt 
on 19 March 2015. I note that you have fonnally certified the RJS as required by the best 

-1_ffllCtice rcgulat'!on ~cnts. 
. i . . • . ·. - •.•. 

· 'pie P."0P<>Sal.-~ to.~e .amendments to the L VT Exemption Scheme in order to better 
. align the ~e witiJ. tJie Govemment•s Cost Recovery Guidelines. and to reduce the 
~ve ®mplex:iti'-of"the scheme. The most significant cbange'to the scheme is that 

.oxemptit!f1B frq~ paying:_the annual regulatory charge will only be granted for Register 
entries which are yet to ~mmence turnover. compazed with the current situatiof?. which 
allows exemptions fur Register entries with turnovers less than 1.5 times the value of the 
annual charge. 

The changes are estimated to result in a reduction in administrative costs of approximately 
$3 million per amwrn, and reduce the cross subsidy between those register entries that 
qualify for the exemption and those tbat do noL 

The Office of Best Practice Regulation (OBPR) assesses RISs for consistency snd adequacy 
- consistency relates to following the prescn"bed process and adequacy relates to the quality 
of the analysis. 

I note the agency bas been consistent with the RIS guidelines, having twice provided a 
certified RIS (addressing all seven elements) to the OBPR for final assessment before the 
decision-maker considers the RIS. 

I also note that the RIS is adequate as it does not contain obvious errors and has a degree of 
detail and depth of analysis that is commensurate with the magnitude of du, problem and the 
size of the potential impact of the proposal. In addition. the regulatory cost estimates have 
been agrcoo with the OBPR. 

1 Nalona Circuit. Balton ACT 2600 • Telephone 02 6271 6270 • lntemet-.obpr.gO'I.IU 



Accordingly, I am satisfied that the RIS meets best practice consistent with the Australian 
Government Guide to Regulation. 

For legislation which is tabled in the Parliament, a copy of the RIS must be included in the 
explanatory memorandwn (for primary legislation) or the explanatory statement (for 
legislative instruments). Please ensure that your officers provide the OBPR with a copy of 
(or link to) the explanatory memorandum or explanatory statement when these arc made 
public. 

Additionally, the OBPR maintains a RIS website and RISs are published as soon as 
practicable following a regulatory decision being publicly announced. We would appreciate 
you advising us when a decision on this proposal is announced, and forwarding a final copy 
of the RIS in Microsoft Word .doc format in a form meeting the Australian Government's 
Web Content Accessibility Guidelines. We suggest liaising with your web' services team to 
ensure these guidelines arc met. The OBPR should be consulted if the RIS is amended. It is 
the agency preparing the RIS, not the OBP~ which is responsible for the content of the 
published RIS. 

The website provides a public comment facility on RISs posted on the site. The OBPR 
moderates this facility for offensive content but does not mode.rate debate. 

Please retain this letter as a record of the OBP.R.'s advice. Our reference nwnber for this 
... issue is 17309. Tf you have any further queries, ptease··do not hesitate to contact me. 

Yours sincerely 

Tony Simovski 
A/g Deputy Executive Director 
26 March 2015 




